APOTHECURE

CUSTOM PHARMACEUTICALINUTRITIONA), SOURCING-

October 21, 2003

Dr. Stephen Sundlof, Director
Center for Veterinary Medicine
U.S. Food and Drug Administration
7500 Standish Place

Rockville, MD 20855

Fax: 301-827-4401

Re:  Compliance Policy Guide on Compounding for Animals.
Dear Dr. Sundlof:

Please consider withdrawing this un-challenged policy and rewriting it with input from those-
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for
humans from bulk active-pharmaccuticals has been an accepted practice for years, and to
disallow this for non-food animals is very problematic and will warrant much investigation on
underlying reasoning.

We are involved with many top notch veterinarians across the country, have a vet consultant -
on staff, and we are highly respected in our knowledge of vet medicine. This ruling certainly
is very disconcerting for not only us, but our.clients:

1 am anxious to hear your feedback en this issue which, to this point, has had ne pub&ic
discussion.

Sincerely,

Bob Bishop, RFh
Compounding Specialist, ApothéCure, Inc.
bbishop@apothecure.com

cc: Mark McClelland, FDA Commissioner
US Senator Kay Bailey Hutchison (R-TX)
US Senator John Comyn (R-TX)
US Representative Pete Sessions (R-TX 32™)
State Senator Florence Shapiro (R-8)
State Representative Ken Marchant (R-115)
L.D. King. IACP Executive Director

ApothéCuie. Inc./4001 McEwen Rood, Sutte 100/Dckas, Texos. 76244 USA
972-960-6601 / 1-BDD-94R-6601 / FAX 272-960-6921
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October 21, 2003

Dr. Stephen Sundlof, Director
Center for Veterinary Medicine_
U.S. Food and Drug Administration
7500 Standish Place-

Rockville, MD 20855

Fax:

Re:

301-827-440)

Compliance Policy Guide on Compounding for Animals

Dear Dr. Sundlof:

Please consider withdrawing this un-challenged policy and rewriting it with input from those
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for
humans from bulk active pharmaceuticals bas been an accepted practice for years, and to
disallow this for non-food animals is very problematic and will warrant much investigation en

underlying reasoning:

We are involved with many top notch veterinatians across the country, have a vet consultant .
on staff, and we are highly respected in our knowledge of vet medicine. This ruling certainly

is very disconcerting for not only us, but our clients..

1 am anxious to hear your feedback on this issue which, to this point, has had no public

discussion.

Sincerely,

I her LW

Sheri Bedell, RPh
Staff Pharmacist, ApothéCure, Inc.
sbedell@apothecure.com .

cc:

Mark McClelland, FDA Commissioner

US Senator Kay Bailey Hutchison (R-TX):
US Senator John Comyn (R-TX)

US Representative Pete Sessions (R-TX 32",
State Senator Florence Shapiro (R-8)

State Representative Ken Marchant (R-115h
L.D. King, IACP Executive Director

ApotheCure, inc./4001 McEwen Rood, Suite. 100/Datas, Texas 75244 HSA
972-960-6601 7 1-800-969-6601 / FAX 972-960-6921
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CAMERON PHARMACY

P.O. BOX 664
CAMERON, SC 29030
303-823-2104

OCTOBER 23, 2003

DR. STEPHEN SUNDLOF, DIRECTOR-
CENTER FOR VETERINARY MEDICINE
U.S. KOOD AND DRUG ADMINISTRATION

MARK SMITH, RPH
CAMERON PHARMACY
PO BOX 664

CAMERON, SC 29030

DEAR SIR:

1AM A COMPOUNDING PHARMACIST IN THE VETERINARY. COMPOUNDING BUSINESS. WE
COMPOUND FOR NON-FOOD GRADE ANIMALS ONLY. YOUR AGENCY HAS SEVERAL ISSUES AT
HAND THAT ARE VERY DETRIMENTAL TO MY COMPOUNDING BUSINESS,

}. THE CVM ISSUED THE COMPLIANCE POLICY GUIDE (CPG) IN FINAL FORM WITHOUT
ALLQWING OPPORTUNITY -FOR COMMENTS.: THIS IS IN VIOLATION OF THE FDA GOOD
GUIDANCE PRACTICES. MANY REQUIREMENTS OF THIS CPG ARE EXTREMELY PROBLEMATIC
AND DESERVE A COMMENT FERIOD.

2. FDA’S PROHIBITION IN THE CPG AGAINST COMPOUNDING FROM BULK ACTIVE
PHARMACEUTICALS IS EXTREMELY PROBLEMATIC. IT IS ESSENTIAL THAT PHARMACISTS BE
ALLQWED TO COMPOUND FOR NON-FOOD PRODUCING ANIMALS FROM BULK CHEMICALS.

1AM REQUESTING THAT THE FDA WITHDRAW THE CPG AND REISSUE IT IN DRAFT FORM TO
ALLOW PHARMACISTS, VETERINARIANS, AND PATIENTS THE OPPORTUNITY TO COMMENT ON
ITS PROVISIONS BEFORE IT 1S IMPLEMENTED.

MARK 7. SMITH, RPH.

ARK MCCLELLAN,
A COMMISSIONER

Ce:

SEN. ERNEST F. HOLLINGS
SEN. LINDSAY GRAHAM

P. JOE WILSON
P.JAMES CLYBURN
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APOTHECURE

‘ CUSTOM PHARMACEUTICALINUTRITIONAL SOURCING

October 2, 2003

Dr. Stephen Sundlof, Director

Center for Veteripary Medicine,

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof:

As you know, your agency.-recently issued-a Compliance Poliey Guide on compoundmg
for animals that disallows all compounding from bulk pharmaceutical ingredients, -
Unfortunately, it also includes-all non-food animals. I don’t.bave to remind you that this
policy is more restrictive than your own agency’s policies goveming compounding for
human paticnts. Further, it was issued in final form, without any opportunity for

coquents.

As compounding pharmacists; we are asking you-to rescind this and reissue it in-draf.
’ form, as this would allow adequate time for comments from compounding pharmacists,

veterinarians, and patients:

Smcer

Gary Osbom, RPh éoe Gallucci, RPh- Beb Bishop, RPh

cc:  Dr. Mark McClellan, FDA Commissioner
Senator Kay Bailey Hutchinsen
Senator John Comyn
Representative Pete-Sessions-
L. D. King, Executive Director IACP

‘ ApotheCure, Irer/A0NT McEwan Road, Sulter 100/Datkas, Texuns 75244 HsA
972-960-6601 / 1-800-969-6601 / FAX 972-960-6921
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‘ The Difference 15 Caring

ARIBTOL, CT 06010
25 Cotins Road
B60 589 5587

57 South Siregt
BE0 583 1006

TAST HAVEN, CT 26513
875 Foxon Road
203 467 1642

NEW BRITAIN, CT 06083
543 Wast Main Sireet
860 225 6487

ROCKYILLE, CT 080468
40 West Mesn Stret
B60 875 9263

SOUTHINGTON, CT 084809
340 North Main Stroet
860 628 3972

TRRRYVILLE, CT 08786
241 Main Street

' 850 585 5158

WATERBURY, &7 8795
2152 East Man Street
203 755 7222

WILLIMANTIC, CT 06226
972 Main Street
860 423 1410

WINSTED, CY 08028
294 Main Strest
860 738 2508

www BeaconFix com

October 2, 2003:
To Whom it May Concern:

Having just spent a significari} sum of money on training to.
become a compounding phar nacist, the new Compliance Pohcy
Guide (CPG) issued by the HDA Center of Veterinary Medicing-
{CVM) is a devastating blow.

CVM issued this CPG in final form without allowing opportunity
for comments, in violation of ['DA Good Guidance Practices::
Many requirements of this Ci'G are.extremely problematic and
deserve a comment period biifore being put into effect.

FDA'e prohibition in this CP{d ageinst compounding from bulk
active pharmaceuticals is gxtfemely problematic.- It is essential-
that pharmacists be allowed {d compound for non-food
producing animals from buik tkrug substances.

Please withdraw the CPG ani I reissue it as a draft 1o allow for.
comments on its provisions brefore it atmptememﬁd

Elliott Colasanto, ) 9
Beacon Prescriptions. Suuihm pton h
340 Norih Main Street

Southington, CT 06483

Phone; (860) 628-3972

Fax: (860)621-3972.

Email: e.colasanto@sbeglobil.net
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canber 29, 2003

E "o wennen Sundlof, Director
e - o1 i Veterinary Medicine e sn—y

- oo and Drug Administration (HFV-1)}
- Crod “Z(MCGUFF

COMPANY, INC.

A Yuu are lucky you.work in Maryland and you-are not an eleeted official.
" ~ Larfornia, we recall elected officials who do not understand the principles
“ » sude our government “of and by the people”.
g
"%5""?**!‘ You

: are allowing the FDA to ignore its own policy by creating the .
¢ @ the vacuum of a bureaucracy and by allowing the viewpoint of a
04 of pameless individuals to dictate a regulatory policy that:

f,,*g - tias no basis in law.

Tor « «Jndermines the authority of licensed veterinarians:

Py *ssumes pet owners do not have the ability to make rational decisions.”
iy ~educes drug research in non-food producing animais (CPGVM does
e st aliow for INDs from buik active pharmaceuticals).

Y
"

-1

i

’“'!ﬁdtes the -traditional pharmacist role in providing cost-effeclive
xerkabie cures 1o veterinarians who are responsible for the treatment
';: the unique ailments of non-food producing animals.

¥ 1‘"?"": 4o WS S

piid ecuee

R +ow many of the people who created the CPGVM truly understand the  mepicar
«2terinarian compounding needs in the daily operation of a zo0? PRODUCTS

« o many of the people who created the CPGVM understand the
~ampounding needs of veterinarians dealing with the unigue infections  DISTRIBUTION
it iacehorses in South Flarida during the rainy season?

+ row many of the people who created the CPGVM understand the
voterinarian compounding needs of a Seal Rescue Centerin Southern
. aufornia? Santa Ana, CA 92704-6587

+ icouldgoonandonandon.

3524 W. Lake Center Drive

800.854.3220 IN US
“ou have chosen to ignore the requirement for public comments in TIL. 712.545,249)
< st o the FDA's own Good Guidance Practices. The FDA as a whole T
v very hard with the industry it regulates to provide accurate, impartial % 7143905614
+ivimation and regulations.. Your actions and the. actions of your staff

EMAILL: answersdmoguff com
Jie i ah the integrity of the FDA and all hard working FDA employees.
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| request that you WITHDRAW the current biased and ill- thought
CPGVM prior to its impiementation and replace it with a Compliance
Policy that is formulated with the best interests of- the-people and-the,
government.

By utilizing the FDA Good Guidance Practices; (with public comment).
you have the ability to create industry standards that make sense to both the
regulators and the requlated. You have the moment in hand to make a-great
contribution to veterinary medicine, pharmacy and thousands of pet owners...
lets do it right.

Sincerely and Respectiully
McGuff Company, Inc_

G V15

Ronald M. McGuff
President/CEO

cc: Mark McClellan, FDA Commissioner

cc: Senator Dianne Feinstein.

cc: Senator Barbara Boxer

cc: Congressman Dana-Rohrabacher.

cc: international Association of Compounding Pharmacists



cc: Mark McClelian, FDA Commissioner
cc: Senator Ben-Nighthorse -Campbell.
cc: Senator Wayne Ailard

cc: Representative Bob.Beauprez

cc: IACP
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Dr. Stephen Sundlof, Director

Center for Veteninary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof:

My name 1s Kelby D Gormran ard I anr a compounding pharmacrst m Sinton, TX:
i am wrnting to you because of concems 1 have with the new Compliance Policy Guide
(CPG) recently 1ssued. CVM 1ssued this Comphance Policy Guide in final form without
allowing apportunity for comments, in violation of FDA Good Guidance Practices. Many
requirements of this CPG are extremely problematic and deserve a comment period
before being put into effect. FDA’s prohibition in this CPG against compounding from.
bulk active phartnaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for pon-food producing animals from bulk drug substances.

1 am writing to ask the FDA to withdraw the CPG and reissue it in draft form to
allow for pharmacists, vetennanans, and patients lo cornment on its provisions before it
is implemented. Please take these concerns of mine into consideration..

TN oy -3
Kelby D. Gorman; R.Ph:
101 W, Sinton Street
Sinton, TX 78387
800-734-2418
361-364-5028 (fax)
www.moorespharmacy.com
Vice-President
MOORES PHARMACY
KDG:imm
cc: Mark-McClellan, FDA Commissioner.
Sen. Kay Bailey Hutchinson
Sen. John Comyn
Rep. Ruben Hinojosa
IACP




September-29, 2003
Dr. Stephen Sundiof, Director
Center for Veterinary Medicine.
U.S. Food and Drug Admanistration (HFV-1)
7500 Standish Place
Rockville, MD 20855

Dear Dr. Sundqu:

I recently became aware of the U.S. Food and- Drug Admisistration(FDA)-Center for Vetennary
Medicine's (CVM) rash introduction of a Compliance Policy Guide(CPG) on compounding for
animals. 1 understand that this policy disallows all compounding from bulk pharmaceutieal.
ingredients. This is a standard that is much more restrictive than FDA's policies governing
compounding for human patients:

I am concemed-about this policy for many reasons-the first being-that CVM issued this CPG in
final form without allowing opportunity for comments, in violation of FDA Good Guidance
Practices. Many requirements of this CPG sre extremely problematic and-deserve a comment,
pericd before being put into effect. FDA's prohibition in this CPG against compounding from
bulk active pharmacists is again extremely problematic. It is essential that pharmacists be.
allowed to compound for non-food producing animals from bulk drug substances.

I am asking that the FDA withdraw the CPG and reissue it in draft {orm to allow pharmacists,
veterinarians, and patients to comment on.it's provisions before:it is implemented.

Sincerely,

Gary%%ffner ‘ fa

Owner/Rph

Family Pharmacy

(253)839-3100-

cc: Mark Mclellan, FDA Comm., cc: Sen. Maria Cantwell, cc: Sen. Patti Murray,
cc:Rep. Adam Smith, cc: IACP

ab

30809 1st Ave. South, Sunte K, Federal Way, WA 98003 - /839-3100-



Professionail Aris Apothecary
1401 Harrodsburg Rd., B155
Lexington, KY 40504

Charies W. Peal, R.Ph.
Phone 859-276-3905 Fax 859-277-0252

Sept. 29, 2003

Dr. Stephen Sundlof, Director
Center for Veterinary Medicine
U.S . Food and Drug

7500 Standish Place

Rockville; MD~ZQ§55

Dear Sir;

! have noted that CVM has issued-a CPG, that wili not aHow Pharmacist-in-the
U. S. to compound prescriptions for animais. This is probably a good idea for
food animals, but is a bad-idea for- family pets: F-have a number of customers,
who have cats as family pers. As you probably know cats are very hard to dose
orally. I have-to-make their thyroid medicine into a gel formula 1o be rubbed,
into their ears. 1f I am not allowed to continue compounding these prescriplions
these cats may-die, because the owner can not pet the thyroid medicine down_
them orally.

Please withdraw the €PA-and reissue it-in- draft form ro-allow pharmaeist,
veterinarians, and patients time to address this issue.

Thank.you.

yours tuly,

Charles' W, Peat; R-Ph.

cc: Mark McCelellan, FDA Commissioner
cc: Senator Miteh MeC i}

cc: Senator Jim Bunning

cc: Representative Emie Fletcher

cc. JACP



. Youir Compmnity Phiarmacy ™

2450 169" Street.

Hammond, I8 46323

Tel: 219.545.2900

Fax: 219.844.1983

E-mail: info@vytospharmacy.com

“ve

VYTO'S PHARMACY

September 30, 2003

Dr. Stephen F. Sundlof, Birectar

Center for Veterinary Medicine

U.S. Food and Drug Administration (HF\-1)
7500 Standish Place

Rockville, Maryland 20853

Dear Dr. Sundiof*
Please accept the- following reservations ¥ have with your recently-issued guidanes:

A. The Center for Veterinary Medicine (CVM) issued this Compliance Policy Guide (CPG) in final

. form without allowing opportunity for comments in-violation of FDA-Good-Guidance Practices.
“‘Many requirements of this CPG are extremely problematic and deserve a comment period before
‘being put.into effect

B, . TDA's prohibition in this CPG against compounding from bulk active pharmaceuticais is

1@@! problematic. 1t is essential that pharmacists be-allowed 1o compound for non-food,
o protfnung animals from bulk drug substances.

The FDA thould-withdraw the CPG and reissue it in draft-form so-that pharmacists, veterinarians, t\nd
'patients are able 10 comment on its provisions prior to its implementation.

Yours-iruly.

Vyio J. Damasius, R.Ph,
Ce: Mark McClellan, FDA Commissioner

Ceo. Sen. Dick Lugar; Sen. Evan-Bayh, Rep. Pete Visclosky-

Cc: 1ACP



September 30, 2003.

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Admimistration (HFV-1)
7500 Standish Place

RATA M

Rockwville, MD 20855
Dear Dr. Sundlof

This letter 1s in regardsto the issuance of a Compliance Policy Guide that would disallow
using bulk pharmaceutical ingredients to compound medications for non-food producing
animals. The Compliance Policy Guide was issued in final form and no opportunity was.
available for comments by pharmacists, veterinarians, or patients of non-food producing
animals. Many aspects of this policy guide are very problematic for-all parties invelved
and require some input before it is set in stone.

Please withdraw the Compliance Policy Guide and reissue it in draft form to allow time.
for comments and possible corrections.

Thank you,

Justin J. Meyers, Pharm D Student

cc: Mark McClellan, FDA Commissioner
cc: Senator Arlen Specter

cc: Senator Rick Santorum

cc: Representative Joseph Hoeffel 11}

cc: IACP
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September 30; 2003
Mulberry Pharmacy Inc
PO Box 767

1009 North Church
Mulberry FL,, 33860

Dr1. Stephen Sundiof, Director

US Food and Drug Administration (HFV<1)
7500 Siandish Place

Rockville, MD- 20455

Dear Dr. Sundiof,

This letter is to inform you of my concern with-the CVM-Compliance Policy Guide (CPG): Ji-was brought to-my-attention.
that this was jssued in a fioal form without any opportunities for comments, in violation of FDA Good Guidance Practices.
Many requirements of this-CPG are exiremely problematic and-deserve a comment period before being put into practice.

The FDA's prohibition in this CPG against compounding from bulk active pharmaceuticals is extremely problematic It is
essential that pharmacisis be allowed-to compound for-nonfood producing animals from bulk drug substances. Since.
veterinarians in Florida also falt under all provisions of pharmacy law, you are also depriving veterinarians from using bulk
chemicals ip making dosage forms for their patients

This practice would disaliow compounding pharmacies 10 make many compounds for our animmal patients. Currently, by
using bulk agents, we are able to deliver a quality compounded-prescription for amuch reduced price: Your new policies
‘would incroasc the price on medicines to animais by forcing both the compounding pharmacy and veterinarisn to buy in
small units, or by reducing competition by allowing-only commercial manufacturers the ability to make medications for
nonfood producing animals (and the track record for such medications are abrysmal- the mamdacturers routinely drop the
production of veterinarian products.).

By cnacting this CPG you are essentially depriving the compounding pbasmacy- from » imtegral part of it’s practico and_
denying and restricting a patient and owner the ability 1o freely choose to get their prescription filled at a local compound-
ing pharmacy, as well s increasing final price of any new.medication. You are also restricting a veterinarian from choosiog
unique medications and delivery systems for his animal patients.

I ask that the FDA withdraw the CPG and reissue it in dmft form to allow for pharmacists, vetorinarians and patients to
comunent on it’s provisions before it is implemented.

Sincerely yours,
! ) Wbl

fhas Sloughter, PharmD
Mulberry P

Comact. (863) 425-1101 Voice » (863) 425-2802 (Fax)

cc: Mark McClellan, FDA Commissioner.
cc' Senator Bob Graham, Senator Biil Neison, Representative Adam Putnam
cc. JACP

Mulberry Pharmacy has been serving the people of Muiberry Florida and its surrounding communities since the early
1900 5. It has been owned and operated since 1957 by Jerold Slaughter, RPh, groduare of the University of Florida.
Between Mr. Slaughier and Mr. Pettijohn (Souitiern School of Pharmacy,. 1959), the pharmacists at Mulberry Pharmacy
have over 70 years of pharmacy experience.



George W Warren jr., RPh

2805 Josnna Diive N TN ORDREE | “Medication Problem Solvers”
Eustis, F1 32726 Bl George W Warren; Jr:, RPh .
352-582-1812 g FrosidentiCEQ
. == 710 North Bay Street
. e N Eushis, Florida 32728
September 29, 2003 - Phone: 352-357-5485
Dr. Stephen Sundlof, Director E-mali: fiarph@aol.com

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

. Rockvillie, MD 20855

Dear Dr. Sundlof,

I am writing you today in regards-to the recently issued Compliance Policy Guide-
(CPG) that prohibits compounding from bulk active pharmaceunticals and our
ability, as pharmacists; to participate with veterinarians in the care of our non- .
food producing friends.

1 understand from my connection with the International Association of
Compounding Pharmacists (IACP) that this CPG was-issued without the.
comment period described in the FDA Good Guidance Practices.

In my practice as a compounding pharmacist, I work with local vets to solve real
problems from byperthyroidiam in cats taepilepsyin dogs. - Final desage forms -
are important for compliance and bicavailability. To prohibit the use of bulk
substances from compounding by pharmacists is a step backwards in the care
‘previded to non-food producing animals.

1 am asking for the FDA to withdraw the final CPG and reissue it in draft form for
comment by pharmacists, veterinarians and pet owners before final
implementation. 1would happily volunteer to help in the comment period to
further describe what I do as a compounding pharmaecist;

Thank you for your time.

Singétel

%-?%%ﬁ ~
GeorgeW Warren J®, RPh

Owner, Lake Pharmacy

cc: Mark McClellan, FDA Commissioner

cc: Sen. Bob Graham

cc: Sen. Bill Nelson

ce: Rep. Ric Keller

cc: International Association of Compounding Pharmacists (TA€P).
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September 30, 2003

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundiof,

I am writing because | am concerned about the FDA's veterinary compounding
Compliance Policy- Guide (CPG) and the-effects this will have on the ability to.
provide proper medicinal treatment for animals. The FDA issued this CPG in
final form without atlowing the oppertunity for comments from the people who-
know most about the issue (compounding pharmacists, veterinarians, and pet
owners). This was done in violation of FDA Good-Guidance Practices which
atiow for the comment period.

The FDA has said that medications.cannot be made from bulk ingredients
for animals. This makes no sense whatsoever. As a pharmacist, | make
medications-every day for peopie out of bulk ingredients. | seeno. n
why | should not be allowed to do the sams for non-food producing
animals. Furthermore, it is.essential that | be allowed to do this because
in many instances, it is the conly treatmant option available for pets.

The FDA shouid, according to it's own Good Guidance Practices, withdraw the
CPG and reissue-it in-draft form to allow for pharmacists, veterinarians, and pet
owners/advocates to comment on its provisions before it is implemented.

Thank You,

(g Vel

Amy Kiile, Pharm.D.

Pharmacy Manager

North Oak Pharmacy-and Wellness Center
4260 N. Oak Trafficway

Kansas City;. MO 64118-

816-453-1050

Fax: 816-453-3102

cc:  Mark McCiellan, FDA Commissioner
Senaters Kit Bond-and Jim Tatent
Representative Karen McCarthy
. institute for the-Advancement of Community Phammacy (IACP)
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Vital Care Pharmacy of Norfolk N im i

. . Phone: (402) 371-3444
Home Infusion Services Fax: (402) 371-3566

Prescr iption Compounding e-mail’ vitaleare@eonpoint.com

ucs v

September 30, 2003,

Dr. Stephen Sundlof, Director

Center for Veterinary Medicifte-

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Deq Sir:

We are a iocal pharmacy providing extemperanequs compotnding of medications for the-veterinasans.

in our area when a commercial product is not available for the specific animal's need. 1 understand that

the U.S. Food and Drug Administration Center for Velerinary. Medicine: (CVM)- recently issued-a;
Compliance Policy Guide (CPG) on compounding for animals that disallows all compounding from bulk .
pharmaceutical ingredients, a standard that is much more restrictive than FDA’s. policies-governing
compounding for human patients. CYM issued this CPG in final form without allowing opportunity for

comments, m violetion of FDA Good Guidance Practices. Many requirements of this CPG. are

extremely problematic and deserve a comment period-before being put into effect.

FDA's prohibition in this CPG against compounding from bufk active pharmaceuticals. is extrernely~
problematic. itis essential that pharmacists be allowed to compound for non-food producing animals
from bulk drug substance. | have compounded.medications. for cats and dogs-to control their
symptoms when a commercial product or strength was not available {e.qg. potassium bromide for
seizures in a dog; cisapride 2.5mg capsules for a cat, eic.)

| am asking the FDA to withdraw the CPG and reissue it in draft from to allow for pharmacists,
veterinarians, and patients to.comment on.its provisions hefore it-is-implemented.

Sincerely,

Koy

Kim Kortje, PhagmD

Co-owner '

Cc: Mark McClellan, FDA Commissioner; IACP-
Cc: Senators Hagel & Neison; Rep. Bereuter
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® ! North Oak Pharmacy

and Wellness Center -
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November 13, 2003

Dr. Stephen Sundlef, Director
Center for Veterinary Medicine
" U.S. Food and DPrug Administration -
7500 Standish Place -
Rockville, MD 20855

- Dear Dr. Sundlof:
1 am writing due to.my.concern with the Compliance-Policy Guide recently issued on -
compounding medications for animals which disallows all compounding from bilk
pharmaceutlcal ingredients.

The requirements of this CG are very problemanc and a comment pened was not-allowed.
before these were put into effect. This is in violation of the FDA Good Guidance
Practices.

Tt is essential that phanmacists be altowed to compound for non-food producing animals
from bulk drug substanées: - There are numerous instances where the animal would have -
not survived without assistance from special made medications. These regulations are
more stringent than what cary be:made for lnmans and [ ask that you please recons;der
this action which will put our pets at a great disadvantage.

.

Smcere]y,

é?mmam %MM

Sharlea M. Leatherwood, P.D. -
Pharmacist and President
Valley Prescription Services; Inc;
Ce: chrcsemati\re-Sa‘m Graves-

- Commissioner Mark McClellan

4260 North Oak Trafficway » Kansas City, MO 64116 ¢ P.O. Box 34635 * (816) 453-1050 » fax [SlE») 453-1055

@ Vanted on Reevcled Paper
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September 30, 2003

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

1 am a Compounding Pharmacist who speeia}izesir: Veterinary Phamacy;k{\s such, my.
client’s owners have told me that 1 have save(? the lives of their pcts by m mg
medicinals that increase compliance from their pets dve to palatability. I'wantto
continue to save the animﬁls.

The Compliance Policy Guide (CPG), which wasxssuﬁby CVM, was put ;:;ld ﬁgal; ctl'onn;
without allowing opportunity for comments. This is in violation of FDA G ‘ mdanc
Practices. Many requirements of this CPG are cxzremc_ly problematic and deserve a-
comment period before being put into cffect. Pharmacists, as well 23 pet-owners and .
veteriparians are greatly affected and would have spoken out regardmg'thc benefitsof
Compounding Pharmacists-coempounding from bulk active pharmaccuticals.

FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pharmacists be allowed to compound for non-
food producing animals from bufk drug substances. In just one specific example, 1 was.
able to compound Diazoxide Suspension for a dog that had an insulinoma at an
affordable price by using bulk chemical a8 opposed to available capsules for
compounding. 1was able to flavor it suitably for a dog’s taste to increase compliance and
to concentrate it properly so that the dog could manage the size of the dose. The pet
owners credited me for giving them time with their pet that they would not otherwise
bave had since he was able to get his medicine and extend his life.

I am requesting that the FDA withdraw the Compliance Policy Guide and reissue it in
draft form to allow for pharmacists, veterinarians, and patients to comment on its
provisions before-it is implemented.

Virginia Wenzel, R.Ph.

4/,&%:?;‘ i B € K L
Superviding Pharmacist

Royal Compounding Pharmacy

359 Flatbush Ave, Brooklyn, N.Y. 11238

Phone: (718) .783-31—0?
Fax: (718) 783-1600
Email: KingsRx }@aol.com.

“cc: Mark McClellan, FDA Commissioner; cc: President Bush; ce: Sen. Schumer; cc:.
Sen. Clinton; cc: Rep. McCarthy; cc: 1ACP.”
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To:  Dr. Stephen Sundiof, Director
Center for Veterinary Medicine.
U.S. Food and Drug Administration (HFV-1)
7500 Siandish Place
Rockville, MD 20855

September 30, 2003

Dear Dr. Sundiof;

In July 2003, the Center for Veterinary Medicine issued a Veterinary Compliance Policy Guide (CPGJ in
final form without allowing opportunity for comments, in violation of FDA Good Guidance Practices.
Many requirements of this-CPG-deserve a comment period before being put into effect.

FDA's prohibition in this CPG against compounding from bulk active pharmaceuticals is extremely
problematic. It is essential that compounding phanmacists such as myself be allowed to compound fer non-
food producing animals from bulk drug substanees, as 1nany animals and their owners depend o these
customized medications to prevent seizures, control diabetes and blood pressure, maintain bladder controly
and much more. Our compounding laberatory contains equipment that can be used 1o prepare much more
precise doses in palatable and/or cosmetically appealing dosage forms than can be compounded using
traditional equpment like a mortar and pestle.

Please withdraw the CPG and reissue it in draft form to allow for pharmacists, veterinanans, and patients 1o
comment on its provisions before it is implemented. Thank you.

Sincerely,

(7 ks

Carl E. Shields, R.Ph.

The Medicine Shoppe
100 Liberty St.
Clarion, PA 16214

Phone: 814-226-931Q ’
Fax: 814-226-9329
E-mail: 1204@medicineshoppe.com

cc: Mark McCicllan, MD, Ph.DD;, FDA Commissiaqer
Senator Arlen Specter
Senator Rick Santorum
Representative John Peterson
Intemational Academy of Compounding Pharmacists



W A U A e TwD [V 2SS FYVAR)

T rrranver s L L e A T V) T
- v -

BEACH Pharmacy Ine.
HIGHWAY 99 @ TEGARDEN ROAD
757 16™ Steeet-
Gulfport, MS 39507
(228) 396-7470

September 29, 2003

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine,

U. S. Food and Drug Administration (HFV-1)
7500 Standish Place-

Rockville, MD 20855

Dear Dr. Sundlef,

It has come to my attention that the CVM has-issued a Compliance Policy Guide in
fina} form without allowing opportunity for comments, in violation of FDA Good
Guidance Practices. Many requirement of this CPG are extremely prohlematic apd-
deserve a comment peniod before being put into effect. It is essential that pharmacist be
allowed to compound for non-food producing-animals from bulk drug substances. We-
have 10 or 12 dogs that we compound Potassium Bromide solutions for to prevent
seizures. The pets have not responded well to other manufacturers preparations and
would probably die with out the Potassium Bromide prepared for bulk. There are no
human preparations to make if from. This is just one example of many such cases.

Please consider withdrawing the CPG and reissue it in draft form to allow for
pharmacist, veterinarians, and patients to comment on its -provisiops before it is
implemented. Thank you in advance for your consideration.

Sincere_ly,

Larfy A. Krohn R. Ph,

cc: Mark McClellan, FRA Commissioner
Senator Thad Cochran
Senator Trent Lott
Congressman Gene Taylor
IACP
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October 1, 2003

Dr Stephen Sundiof, Director, Center for Veterinarian Medicine.
US Food and Drug Administration (HFV-1)

7500 Standish P

Rockvilie, MD. 20855

Dear Dr Sun?lof.
Re: CVM CPG

This letter i to form you of my concem with the Center for Velennery Medicne's (CVM) Campliancs Policy Guide {(CPG). Rt has
been Drought 10 My aMomion that this was esuad 1n final form without any opportunities fof comments fom phasmecists,
vetennanans or pabent owners. which & in violation of the FDA Good Guidance Practices.. Many requiremerts. of this CPG are
awtromaly problemane and deserva 2 comment panod before baeing nut into practice

The FDA's prohibtion of compounding from bulk acive phammaahical ingredisnis is axtremely problemabc. 1t s essential thal
phammeces be altowed o compound for non-food producing anmals from bulk drug substances. Cumently, by using buk drug
substancas, we am abie to prowde quality. mumm.mm_ammmmbmm-@m
nther wize have ng choioe bin 1o uze medications that are not mede for animals,

Your new polices wouk! increase the price of medanes 10 anmais by forting both the campounding phamacies and veterinanan
10 buy in Smalt units, or by reduong competition by aliowing only commercial manufacturess ihe abiiy to make medications for
of vatennanan progdirts )

By anacting ths CPG you am depaving the. compounding phamacy. as well aa_the veterinanans. from an integral pant of thair

practice, since in the state of Florida, veterinarians fa¥l under the provisions of state phamacy law when # comes to prepanng -

medications from buk drug substances. for their pabents. This would ais0 deny and restict 2. patent and owner the abifty to freety
choose 1o pet thew prescription filed at 9 local compounding phamacy, as well a8 momasing the fingl price of any new
medicatons. You am also danying varannanans the choice of using unique redications aod. defivery. systams that baneit their
papents.

) ask the FDA withdraw (he-CPG- and- ressue #-n graft form 10 allow phammaaists, vetsrinarians-and patients and. thes-owners to
comment on its provisions before 4 & mplemented  Thank you for your prompt asantion 1o thie matisr

Mchael W, Sione
Compounting Techmeoan, Davis isiands Phanvacy
Comadr (813) 2641888 Vowe (813) 2548305 Fax - comphann@@imindshnng oom Esmait-

Cc Mark McCleflan, FOA Commssioner
Gt Senator Bob Graham. Senstor Bit Nelson, and Represantative Jm Davia
Cc nep
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Long Island’s Leading Compoanding Pharmacy
' Ettinger Pharmacy

60 New Hyde Park Road
Garden City, New York 11530
Tel (516) 457-0166 Burton Ettinger B.S: Ph: . Fax (516) 437-0180.
October 1.2003

Dr. Stephen F. Sundlof, Director

Center for Veterinary Modieine-

U.S. Food and Drug Administration (HFV-1)

7500 Standish-

Rockville, MD 20855

Dear Dr. Sundlgf,

One of the most essential areas of proscrption compounding is in the practice of veterinary.
medicine. Each day veterinarians call on me to successfully prepare a unique and crucijal
preparation for one of their patients. Many of these-prescriptions are lifesaving. Others provide.
comfort, relief of seizures, pain control, hormone therapy, chemotherapy and emotional stability
that, only in the special dosage forms that-] compound, will give an owner the ability to:
successfully dose and manage their animal’s condition. We compound only for non-food animals,
including birds, ferrets, reptiles; canines and felines: Quite simply, if | werc-unable to ohtain snd:
dispense the bulk pharmaceuticals that are required for these specialized medications, I wounld
have to turn away 80-90% of the prescriptions written by the veterinarians I serve:

The Compliance Policy Guide issued by CVM- withont allowing apportunity for comments is in-
‘ violation of FDA Good Guidance Practices. Many requirements of this guide will create extreme
difficultics for veterinary patients and therefore surely-daserve a comment period before being put.
into effect. ¥t is clear that in order to continue to meet the special needs of the veterinary patient
and the veterinarian, bulk pharmaceuticals must be available toa compounding pharmacist.
Before such a drastic step as is proposed in the guide is taken, common sense and concem for the
many animals currently being succossfully medicated should calt for FDA to withdeaw the CPG:
and reissue it in draft form. This will alow pharmacists, veterinarians, and paticnts to comment

before it is implemented. [ call on you to aow us to present our position and preservs the heslt.’r
of our patients,

Very truly yours;  _

Bunin (g —

Burton Ettinger B.S. Ph.

cc: Mark McClelian, FDA Commissioner
Senator Hillary-Clinton_
Senator Charles Schumer
Rep. Carolyn McCarthg
Rep. Pete King
IACP
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Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855-

Dear Dr. Sundlof:

The U.S. Food and Drug Administration, Center for Veterinary Medicine recently issued a-
Compliance Policy Guide on compounding for animals that disallows all compounding from
bulk pharmaceutical ingredients, a standard much more restrictive than FDA’s policies
governing compounding for human patients.

CVM issued this compliance policy guide (CPG) in final form without allowing opportumty for
comments, in violation-of FDA: Geod Guidance Practicas.. Many requirements of this CPG are
extremely problematic and deserve a comment period before being put into effect.

FDA'’s prohibition in this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pharmacists be allowed to compound for non-food:
producing animals from bulk drug substances. At our pharmacy, we compound many different
medications for cats and dogs from bulk chemicals to help with bekavior problems, thyroid -
preblems and hypertension, just to name a few.

I am asking FDA to withdraw the CPG and reissue it in draft form to pharmacists, veterinarians,
and patients to comment on its provisions before it is implemented.

Sincerely, w 4\/’/" /)A‘L‘A | D

Robert Quint, Pharm.D.

30100 Town Center Dr,, #0-340

Laguna Niguel, CA 92677

Phone: (949) 642-0106, Email: costamesarx{@yahoo.com.

cc: Mark McClellan, FDA Commissioner
Senator Feinstein
Senator Boxer
Representative Cox

IL.A.CP. The Umyue Care Pharmacy

275 Vicioria Sireet « Sutte 1F « Coctd Mesa, CA 92627 +(9497642-0106 » (800} 564-1565 « FAX:(948)642-5039 \



September 10, 2003

“Dr. Stephen F. Sundlef, Director

Center for Veterinary Medicine

"U.8. Food and Prug Administratien(HFV-1)
7500 Standish Place

‘Rockville, MD 20855

Dear Dr. Stephien F. Sundiof,

1-am writing to-convey my-concerns with the Compliance Policy Guide{CPG) issued
that threatens my ability to compound many products for my veterinary patients. CVM
‘issned this CPG in final form without allowing opportunity for comments, in violation of
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
‘and deserve a comment period before being put into effeet.

FDA’s prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. 1t is essential that pharmacists be allowed to
compound for non-food producing animals from builk drag substances.

Twant to ask FDA to withdraw the CPG and reissae it in draft form to allow for

pharmacists, veterinarians, and patients to comment on its provisions before if is
implemented.

‘Sincerely,
‘_//: \z Y &/62«/{'% ﬁ/)/\
Dean A. Parker, RPH
H & Pharmacy
1507 Springhill Avenue
Mobile, AL 36604
(251)432-0718

‘ve: Mark MeClellan, FDA Commisioner

cc: Representative Jo Bonner

‘cc: Senater Jeff Sessions

cc: Senator Richard Shelby

ce: International Academy of Compounding Pharmacists
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\_WOODS PHARMACY
" OLD FASHION SODa FOUNTAIN
FX (PASSCRIPTION ORPOURDING) ]%(

Dan= L. Woods, P.D.

Annette Woods
361 West Main
P.O. Box 1229
Mountain View,
Arkansas 72560

Business Phonas:
{870) 269-3253
1-800-653-8442
-Homse Phone:
(870) 269.3121

" email: danaw@mviel.net
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Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockwiile, MD 20855

Dear Dr. Sundlof;

My name is William O. Moore and' | am a compounding pharmacist in Sinton;
TX. 1am writing to you because of concerns | have with the new Compliance Policy
Guide (CPG) recently issued. CVM issued this Comphance Pohey Guide in final form-
without aliowing opportunity for comments, in violation of FDA Good Guidance
Practices. Many requirements of this CPG are extremely problematic and deserve a
comment period before bewng put into.effect. FDA’s prohibition in this CPG against
compounding from bulk active pharmaceuticals is extremely problematic. It 1s essential
that pharmacists bc-allowed to compound for non-food producing animals from bulk_
drug substances.

1 am writing to ask the FDA to withdraw the CPG and rcissuc it in draft form to.
allow for pharmacists, veterinarians, and patients.to comment on its prov.isionshcforq\ it
1s implemented. Please take these concerns of mine into consideration.

William O. Moore R.Ph.
101 W. Sinton Sueet
Sinton, TX 78387
800-734-2418
361-364-5028 (fax)
www.mourespharmm;)z.m?m
Presidem
MOORES PHARMACY
WOM:imm
cc:  Mark MeClellan, FDA Commissieper.
Scn. Kay Bailey Hutchinson
Sen. John Comyn
Rep. Ruben Hinojosa
IACP
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Weyian McAnaily, R.Ph
Red Oak Drug, inc.

106 E. Ovilla Rd, Suite 1
Red Oak, TX 75154
972-617-2222
972-617-6020 fax

Dr. Stephen Sundiof, Director
Center for Veterinary Medicine
US Food and Drug Administration.
7500 Standish Place

Rockvilie, MD 20855

Dr. Sundlof,

I am writing to express my concerns Compliance:Policy Guide (CPG) recently issued by
the Center for Veterinary Medicine. The CVM issued this CPG in final form without
allowing opportunity for comments from veterinary practitioners or compounding
pharmacists. This is direct violation of your own FDA Good Guidance Practices. |
believe that imput from these professionals is essential to a sensible and
comprehensive pohgy

My sacond concern is the FDA's prohibition in this CPG against compounding from butk-
active pharmaceuticals. This provision is extremely problematic. This CPG would
effectively kill several million companion animals. As an example, the main chemical "
used for urinary incontinence in canines would be unavailable for use. Without this_
chemical, miliions of dogs would be "put to sleep” by their owners. This example is for
just one chemical. It i$ essentiat tivat pharmacists be alfowed to compound for non-food.
producing animals from bulk drug substances. The vast majority of veterinary
compounding is done for companion animals.

! request that you withdraw the CPG and reissue it in draft form to allow pharmacists;
veterinarians and patients (pet owners) to-comment on its provisions before it is
implemented. In it's current form, the CPG would be extremely harmful to veterinarians
and their patients.

Sincergly,

Weylan McAnally, R.Ph
Red Oak Drug; Inc..



FROM ROTH FAX NO. 7177579684 Oct. B2 2023 11:83FPM P1

Dr Stephen Sundlef, Director

Center for Veterinary Medicine.

U.S. Food and Drug Administration (hfv-1)
7500 Standish Place

Rockville, MD 20855

Dr Sundlof,

1 am concerned with the Compliance Policy-Guidance issued by the CVM-in final form.
without allowing opportunity for comments, in violation of FDA Good Guidance
Practices. Many requirements of this CPG-are extremely problematic and-deserve a-
comment period before being put into effect. FDA’s prohibition in this CPG against
compounding from bulk active pharmaceuticals is extremely problematic, Itis essential
that pharmacists be allowed to compound for non-food producing animals from bulk drug
substances. Without compounding; many-of our pet conditions such-as seizure.
disorders, thyroid disorders, diabetic complications, infections, etc can not be treated
without compounding from bulk substances..

Thank you for your consideration it this important matter.

. Sincerely,
Kot epn_

Mary-Jo Roth R.Ph.

137 Meadow Hill Drive-

York, PA 17402

Fax 717-845-8767

Email brothmedshop@yahoo.com

Cc: Mark-McClellan, FDA Commissioner;
Cc: Representative Todd Platts; Rick Santorum; Arlen Spector;
Ce: IACP



300 N.Gun Barrel Lane
Gun Barrel City, Tx 75156
October 2, 2003

“Mark McClellan, MD
FDA Commissioner
“Rockville, MD

‘Dear Dr. McClellan:

"As.a Pharmacist, I wishto-v¢ice my concern for the Compliance Policy Guide the Center for
Veterinary Medicine has issycd. The CVM issued this guide in its final form without allowing
-opportunity for comments; is violation of FDA Good Guidance Practices. Many requirements of
this CPG are extremely problematic and deserve a comment period before being put into effect.

FDA'’s prohibition in this. against compounding from bulk active pharmaceuticals is
extremely problematic. It isjessential that pharmacists be allowed to compound for non-food
_producing animals from bull drug substances. I have “patients”-dogs, cats and birds- who
would die without the medicition I presently compound for them.

Piease ask the FDA to wi
“veterinarians, and owners of

w the CPG and reissue it in draft form to allow for pharmacists,
“to comment on its provisions before it is implemented.

Thank you for your considersti

Sincerely,
]y\ OO en Fﬂ; : Cw&w W;\

Marion B. Cobb, RPH
Gun Barrel City Pharmacy
gberx1@sol.com

cc: Rep. Jeb Hensacling
Sca. Kay Bailey Hi.iaciiisap
Sen. Jolm Comyn
IACP




17985

HAMILION CouRl

SUITEG-208

FARKINGTON NILLS,

By €834

W z48, 489,1577

.usunnsu

PREJCRIFTION LABORATONY

Dr. Steven Sundiof, Director
Center for Veterinary Medicine

- J.8. Food and Drug Administration (HFV- 1)

75600 Standish Place.

PR Y | oo Tl st =

KOCKVIWQ. WVID ZUB2D
October 1, 2003
Dear Dr. Sundiof,

f :_“_f"‘_ Z tday to axpress my concern with the new Compliance Polvcy Gmde

\wro) 1ISsued by FDA regarding prescrigtion oo
non-food prodicing animals.

Particularly, [ am concerned that this CPG was issued in violation of FDA Good
Guidance Practices, without allowing opporiunity for public comment. There are 2
vatiety of issues inthis CPG thatartcausefarconcem and deserve a proper
comment panod

My primary concerns are;

i insusands of veterinarians, pet owners, and pets across the country relv on the
delwery oi mgn quahty phar‘ o

oux materlals are 3

[Pt U ey DT SR S,

HRATMatSTs, 8N0 Pet OWNers o provcs Sunis oo

Second, the use of pure medicatinns éne ¢

Sincerely:
Scott Popyk, RPh, FIACP
+ Director

Health Dimensions, Inc.
248-489-1573

ce: Mark McClellan, FDA Commissioner, Sen. Levin, Sen. Stabenow., Rep. McCotter
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HULﬁBRRY PHARMACY INC.
1009 NORTH CHURCH PO BOX 767
MULBERRY, PL 33860
(863) 425-1101 (VOICE) (863) 425-2802 (FAX)

NOTICE:

THIS MESSAGE IS INTENDED FOR THE USE OF INDIVIDUAL OR ENTITY TO
WHICH IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PREIVILEGED, CONFIDENTIAL AND EXEMPT FROM DISCLOSURE UNDER
APPLICABLE LAW: '

If the reader of this message is oot the intended recipiest o the cxmployee-or agent responsible-for
delivening the message to the intended recipient, you aze hereby notiSied that any dissemination,
liseribution, or copying of the communicerion is stricth peohdiied

1f you have received this communicatios in ervor; please aotify us immedizsely by wlephont 2ad retum-

the onginal message 10 us at the “FROM” address vis the United States Posts) Secvice.
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Dan Fucarino; R.Ph.
mo Christi Griffith Pharm. D.
o : Michelle Alfonso Pharm. D.
FHARMACY Compounding Pharmacists-
& Compounding Center 10205 Lake Carroil Way Tampa, FL 33618
PHONE- 813-961-8708° FAX-813-962-00923

Dr. Steven Sundlof, Director

Center for Veterinary Medicine:

U.8. Foed and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof,

1 am very concemed-abeut the Compliance Policy Guide (CPG) in final form without
giving the opportunity to comment. This is a violation of the FDA Good Guidance Practices. ]
believe that there some problematic requirements and would like the opportunity { as the law-
provides) to comment before the law goes into effect.

The FDA's prohibition in the CPG against compounding from bulk chemical is extremely
problematic! It is essential that pharmacist he allowed to compound for non food producing:
animals from bulk chemicals,. ] have hundreds of patients that rely on my provision of critical
medications to sustain their life. Ex, Felines- methimazole, amitripyliine ,prednisolone etc.
Cenines- potassium bromide, azathiaprine, mitotane, piroxicam ete.

[ would kindly request that you withdraw the CPG and reissue it in draft fornr to attow
pharmacists, veterinarians, and patients to.comment on its provisions before it is implemented.

R Ity You'x%

Fucarino RPh
President Carrollwood Pharmacy
Phone 813-961-98798
Fax- 813-961-8798-
cwrx(@tampabay.rr.com

CC; Mark McClellan MLD. Ph. D.
Sen. Bob Grahan
Sen Bill-Nelson
Rep. Jim Davis
Rep. Mike Biiirakis
Dr. Michael Chaddock AVMA
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Dan Fucarine, R.PA.
Chriasti Griffith Pharm. D.
Michelle Alfonso Pharm. D.
Compounding Pharmacists,
& Compounnding Center 10205 Lake Carroll Way Tamps, FL 33618

PHONE- 513:5651-5758 FAX-813.-962-0002-

This is an example of the letters I sent to the vets and to the FDA.

Thanks/

A~

Dan Fasarino RPh



Dan Fucarine, R.Ph.
Christl Grifftith Pharm. D.
Michelle Alfonso Pharm. D.
Compounding Pharmacists.
& Compounding Center 10205 Lake Carroll Way Tamps, FL 33618
PHONE- 813-961-8798 FAX-813-962-0092

Dear Veterinarian,

Over the years you have been kind enough to-send me numeroua
patients to get compounded medications using bulk chemicals. Unfortunatelv
the FDA is about to severely limit our ability to-treat your patients. It ia very
important to read the information below to help us keep our right to treat these
patients. | am asking you to do a few things, but most importantly, to write to
the FDA. We ask you to fax this letter to the AVMA, your Senatars and-
Representatives. All the important numbers are listed below. Please ask every
veterinarian and staff member to serd the same or similar letters: We- need
numbersi
Also, if possible, we would like for you to-ask you clients to write also. [ have.
included all information below and on the following pages. Thank youyou're
your concern and hielp:. Please read the information below

ACTION PLAN
1. Write a lstter and fax to:
2. Dr. Steven Sundiof, Director
Center for Veterinary Medicine
U.8. Food and Drug Administration (HFV-1)
7500 Standish Place
Rockville, MD 20855

(2) List your concerns with the guidance. Keep in mind that your letter does not need to
be very long. Please include the following statements:”

(a) CVM jssued this Compliance Policy Guide (EPG) in final form without allowi
opportunity for comments, in violation of FDA Good Guidance Practices. Many
requirements of this CPG-are extremely problematic and deserve a comment period
before being put into effect.

(b) FDA's prohibition in this CPG against compounding from bulk active:
pharmaceuticals is gxtremely problematic. 1t is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances. (You may-
provide examples of how this restriction would affect your veterinary patients. Be -ure
to use only non-food producing.animals as examples.)



(3) End your letter by asking FDA to withdraw the CPG and reissue it in draft form to
allow for pharmacists, veterinarians; and patients to comment on its provisions befor=it.
is implemented.

(4) Sign the letter with your name, title, address, and contact information (i.e. phone.
fax, email),

PLEASE DON’T FORGET THIS PART- IT’S VERY IMPORTANT

(5) Below your signature, include the following” "cc: Mark McClellan, FDA
Commissioner; cc: fyour Senators and Representative] (see list below)

FAX THIS LETTER TO:
1. STEVEN SUNLOF (301) 827-4401
2, FDA Commisioner Mark MeClellan M.D. , Ph.D. (301)443-3100

3. Fax a copy to the AVMA Attn: Michael Chaddock ( director of
Government regulations) Fax- 202:-842-4360

FAX TO:
Senator Bob Graham Fax: (202) 224-2237 or e-mail www, graham.senate.gov
Senator Bill Nelson: Fax: (202) 228-2183 or e-mail www.billnelson. Senate.gov
Rep: Jim Davis Fax; {202) 225-5652 or e-mail www.house.gov/iimdavis
Rep. Mike Bilirakis Fax; (202).225-4085 or e-mail www. house.gov.bilirakis

4. Post 2 sigrr in you reception area (enclosed). Ask your patients-to fill out the form I've
included and fax this letter to the FDA @ 301-827-4401 (number is on the template)

Please know that I appreciate any and all efforts that you make to this end. I appreciate
all the you have done for me in the past: I hope that by doing this we-can preserve our
ability to provide the best possible therapy to cur patients!

Thank You,

Dan Fuearine, R.Ph.

4
.



SEP-I10-03  D9:54 FROM-Patricia Storsy, R Ph. 18882708878 T=-T18 P ADV/OMY P12

Te:  Dr. Stephen Sundlof, Director
Center for Veterinary Medicine
U.S. Food and Drug Administration (HEV-1)
7500 Standish Place
Rockville, MD 20855

September 30, 2003

Dear Dr. Sundqu,

In July 2003, the Center for Veterinary Medicine has issued a-Veterinary Compliance Policy Guide (CPG)
in final form without allowing oppormnity for comments, in violation of FDA. Good Guidance Practices.
Many requirements of this CPG deserve a comment perind before being put into-effect.

FDA's prohibition in this CPG against-compounding from bulk aetive pharmaceuticals is-extremely
problemnatic. It is essential that pharmacists be allowed to compound for non-food producing animals from
bulk drug substances, as many animals and their owpers depend on these customized medications to sustain,
the amimal’s li{e.

Please withdraw the CPG and retssue it in draft form to allow for pharmacists; veterinarians; aml-palients\ 10
comument on its provisions before it is implemented.

Sincerely,

[ e 2 Str~ 4.2

Patricia L. Storey, R Ph.

Phone: 814-337-2509- Fax: 814-336-5225
19487 East Cole Rd. - Meadviile, PA 16335 USA
E-mail: patti@storeymarketing.com

cc: Mark McClellan, MD, Ph.D., FDA Commissioner
Senator Arlen Specter
Senator Rick Santorum
Representative Philip English-
Intemnational Academy. of Compounding Pharmacists
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Dr. Stephen Sm}dlof,

The CVM issued this Compliance Policy Guide in final form witheut-allowing.
opportunity for comments, in violation of FDA- Good Guidance Practices. Many requirements of
this CPG are extremely problematic and deserve a comment period before being put into effect:

The FDA’s prohibition it this CGP-against compounding from bulk active

pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to.
compound for non-food producing animals from bulk drug substances. What are we supposed to
tell our customers who get prescriptions for their cats or dogs? These are people whose pets are
members of their familics. We compound Potasstum Bromide for dogs with seizures, and.
Methimazole for cats with thyroid-disorders, just to mention a few cases.

We are asking the FDA to withdraw the CPG and reissuc it in draft form to allow: er
pharmacists, veterinarians, and patients to comment on its provisions before it is implemented.

Thank you for your time in reviewing this matter.
O’Connor Pharmacy Inc. Staff
Tion O’Connor D, Ph. -
1113 E: Hartford
Ponca City, OK 74601
(580) 765-3055

ce: Steven Sundlof--—(301) 827-4401
YDA Commissioner Mark McClellan, MD Ph.D—(301)443-3160.
Sen Nickles--—-{405) 231-4941
Sen Inhofe--—(918) 748-5111

Rep Lucas-—--(405) 373-1958
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' October 1, 20087 1

Dr. Stephen Sundlof Dlrector

~ Center for Vetermary Medicine = e
o U S Food and Drlm Admmmfmﬁ (HFV-1) =

,,,, il GBI

Te

Dear:, Dr. Sundlof: '

Rpmnﬂv fhp (‘\IM mcannd a ﬁnmpg,anm Policy ('" nr!a lr‘Dr'} in final _;;l.” w;thu;,;
al!owmg apportunity for comments, in violation of FDA Good Guidance Practicés. Many
requirements of this CPG are extremely problematic nd deserve a comment period

“before being put into eﬁ‘ect

The FDA’s prohlbmon in this CPG against compoundmg from bulk active

pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances. Nearly all of our
compounds are created for vetermary patients using bulk chemicale, which rely on our
expertise to compound them into alternate dosage forms & palatable prescriptions.
Without the use of bulk chemicals, we will have minifnur patient compliance resulting in
inadequate therapy or possibly death

We are asking you to withdraw the CPG and | reissue it in draft form to allow pharmacnsts

veterinarians, and patients to comment on its provisions before it is implemented. Thank
you for your time.

Smcerely, & {
.._ ‘ f\-—-'—"-"_

Richard P. Brisson, R.Ph. \ Jennifer Cunha, RPh.
Compounding Pharmacist/Owner Compounding Pharmacist

Cc.  Mark McClellan, FDA Commissioner
Senator Edward Kennedy
Senator John Kerry
Representative Barney Frank
International Academy of Compounding Pharmagists
American College of Veterinary Pharmacists ‘
American Véterinary Medical Association =~ R S T

. 458 Dartmouth Street, New Bedford, MA 02740
T Phone (508) 996-3778 » Fax (308) 996-3779
P . Toll Fras: 1-888-RXO-RXRYX =Toll Free Fax: 1-888-584-6337

L4
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{Kinnard's
® Pharmacy

Sarasota’s Originai Compounding Pharmacy.

September 30, 2603

Dr. Siephen F. Sundlof, Director.

Center for Veterinary Medicine

U S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855,

Dear Dr. Sundlof:

1 am Fred Kinnard, R.Ph. and have owned Kinnard's Compounding Pharmacy in Sarasota since 1968. 1
have been compounding medication for housshold pets all of thess years and feol that the discontinuance
of bulk chemicals may cause severe hardship or death to many of these animala. I cortainly understand
that these chemicals should not be introduced into the food supply through farm animals.

1 foel TVM issued this Compliance Policy Guide in final form without allowing opportunity for
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG arc extremely
problematic and descrve a comment peried before being put into effect. 1algo feel the FDA's prohibition
in this CPG agaiast compounding from bulk active pharmaceuticals is- extromely problematic.. It is

. essential hit pharmacists be allowed to compound for non-food producing animais from bulk drug
substances.

I would ask the FDA to withdraw the CPG and reizsue it in draft form to allow for pharmacists,
veterinanians, and patients to comment on its provisions before it is implementod. Wo need a working
communaity standard that patients, professionals, and administrations can implement that is not
deirimental to the patient and will provide improved efficacy for all involved.

Sincerely,

uid R Hoint

Fred A Kinnard, R.Ph.

Compounding pharmacist (FL. Lic#10873)

7654 Cove Terrace

Sarasota, FL. 34231

Phone: 941-922-342B(H) 941-366-0880(W) 941-366-4977{Fax)
o-mail: mdlcompiimindspring com

cc: Mark McClellan, FDA Commissioner ﬁ /ﬁé W
cc: Senator Bob Grabam IW 4 /'M
cc: Senator Bill Nelson - ; /.

cc: Represontative Kathorine Harris.
oc IACP

‘ 2075 Siesta Drive | Sarasota, FL 34239
Tt Craa A0M A1.7ART | Phana (941) 366-0880 | Fax {941) 366-4977
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Septeruber 30, 2003

Dr. Stephen F. Sundlof, Director.

Ceater for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1}
7500 Standish Place

Rockville, MD. 20855

Dear Dr, Sundlof:

My name is Jay Swick and I’'m a compounding pharmacist in Sarasota, FL. 1 am very
concerned about my ability to use bulk drug substances-to compound unique medication
formulas and delivery inethods that are critical to 1he well being of my customers and
their pets. Without bulk drug substances to prepare these very customized treatments for
these animal patients, many pets will be subject to undue suffering with detrimental ‘
effects to their health as well as to the health of the owners who love and cherish them.
Many times & pet is the “significant other” in some person’s life,

[ feel CVM issued this Compliance Policy Guide in final form without allowing
opportunity for comments, in violation of FDA Good Guidance Practices. Many
requirements of this CPG are extremely problematic and deserve a comment period:
before being put into effect. 1also feel the FDA’s prohibition in this CPG against
compounding from bulk active pharmaceuticals is extremely problematic. 1t is essential
that pharmacists be allowed to compound for non-food producing animals from bulk drug.
substances.

I would ask the FDA to withdraw the CPG and reissue it in draft form 1o allow for
pharmacists, veterinarians, and patients to comment orr its provisions before it is
implemented. We need a working community standard that patients, professicnals, and.
administrations can implement tirat is not detrimental to the patient and improved
efficacy for all involved.

Sincerely,

Compounding pharmacist (FL Lic#12739, IN Lic #12560)

7661 Cove Terrace

Sarasota, FL. 342371

Phone: 941-925-7661(H) 941-366-0880(W}941-321-9001 (Cell)941-924-7626(Fax)
e-mail: jswickl{@comcast.net

cc: Mark McClellan, FDA Commissioner
cc: Senator Bob Graham

ce: Senator Bill Nelson

cc: Representative Katherine Harris

cc: IACP
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) 9/30/03 “Sotving Problems with Cusiom Medicalions”

Dr. Stephen Sundlof, Ditector

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1),
7500 Standish Place

Rockville MD 208558

Dear Dr. Sundlof:

| would iike to voice my displeasure-that CVM issued the Compliance .
Policy Guide in final form without allowing opportunity for comments. FDA's
prohibition in this CPG against compounding from bulk chemicats lacks common
sense. Dogs, cats, and other domestic pets have benefited greatly by '
compounding pharmacists preparing custont medications. Their quality of life
has been enhanced, owners have been pleased. and no harm has come from.it.
it is hard to imagine that we prepare many compounded prescriptions for our
human patients, including hormones, where patients have-enjoyed life like never
before, and the CPG would forbid us from helping non-food producing animals. !
fail to see a.negative side to this, especially in-ight-of the fact that many
manufacturers have discontinued making medications because they are not able
to make enough money at it, while we can make those same formutas that have
worked well for veterinarians.

Please withdraw the CPG and refssue it in draft form to allow for

pharmacists, veterinarians, and paiients to comment on.its provisions before it is.
implemented.

Sincerely,

ot Goerted

Dale L. Bartel, R.P.

cc. Mark McClellan MD,
Senator Tom Harkin:

Senator Charles Grassley
Representative Steve King-

BOO Norih 2nd Street, Suite 2« Chervkee, lowa 51012

(712) 2256121 » (800) 3976921 « fax. [715] 2253702 » cmail: valloyph@nennct
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Bandy’s Pharmacy, In¢
PO Box 546
Salem, IL 62881
618-548-4000

Dr. Stephen Sundlof, Director

Center for Veterinary-Medicine.

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dean Sir:

1 am writing concerning the implementation of the compliance policy guide inthe final form, which_
regulates the compounding from bulk drug substances for veterinary use.

The lack of input and comments on the CPG from concerned parties-1s-in violation of the FDA Good,
Guidance Practices, and I am asking for you to reverse this decision and allow comment.

The CVM issued the Compliance Policy. Guide (CPG) in final form. without allowing opportunity. for
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are
extremely problemsatic and deserve-a cornment period before being-put into-effect.

The FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pharmacists be allowed to.compound for non-food
producing amimals from bulk drug substances.

We have several veterinarians-whe-order prescriptions for non-food producing animals that we .
compound from bulk drug substances. These include, but are not limited to, urinary products, scizure
products, blood pressure products, and antibiotic products.

1 am asking that the FDA withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and patiepts to comment on its provisions.before it is implemented_

Thank You,

Eric S. Bandy, RPh

Phone 618-548-4000

Fax 618-548-3784

E-Mail ericbandy@hotmail.com

cc: Mark McClellan, FDA Commissianer
cc: Senator Peter Fitzgerald '
cc: Sepator Richard Durbin

cc: Representative John Shimkus

cc: JACP

us
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Bandy’s Pharmacy, Inc
PO Box 546
Salem, IL 62881

618-548-4000

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Sir:

1 am wniting concerning the-implementation of the compliance policy guide in the final form; which,
regulates the compounding from butk drug substances for veterinary use.

The lack of input and.comments. on the CPG from concerned parties is in violation.of the EDA.Good
Guidance Practices, and I am asking for you to reverse this decision and allow comment.

The CVM issued the Compliance Policy Guide (CPG) in final form without allowing oppertunity for
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are
extremely problematic and deserve a comment period before being put into effect..

The FDA’s prolubition an this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pharmacists be allowed to compound for non-food,
producing animals from bulk drug substances.

We bave several veterinarians who.order prescriptions for non-food producing animals that we
compound from bulk drug substances. These include, but are not limited to, urinary products, scizure
products, bloed pressure products; and antibjotic- products.

I am asking that the FDA withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and patients to comment on its provisions before it is implemented.

Thank You,

Steven L. Bandy, RPh_
Phone 618-548-4000

Fax 618-548-3784

E-Mail bandy@midwest.net

cc: Mark McClellan, FDA Commissioner
cc: Senator Peter Fitzgerald

cc: Senator Richard Durbin

cc: Representative John Shimkus

cc: 1ACP
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Greenpark Pharmacy 7515:S. Main #1560

Houston, TX 77030

BRIAITINIE

713.755.5842
knhughes206@aoi.com

September 30. 200

Dr. Stephen Sundiof Director-

Center for Veterinary Medicine

U.S. Food and Drug Administration- (HFW-1)
7500 Standish Place

Rockville, MD 208‘5-':

Dear Sir:

I and many of the Veterinary Doclors we-compound medications for have a real-problem-with the new.
compliance ginde CVM issued this complance policy guide (CPG) in fingl form without allowing
comments. Not allowing comments is.a violalion of FDA_ Good Guidance Practices. Many
requirements ¢+ SPG are extramely problematic and deserve a comment period before being put
mio effect

FDA's prohibiton in tus CPG. against compounding from bulk active pharmaceuticals has many.
problems 1t s essential that pharmacists be allowed lo compound for non-food producing animals
from pulk substances 1 have numerous dogs. thal we. provide phenylpropanociamine . for.
Phenytpropenplarnie: is no fonger only available commerciafly, only in bulk form as welt as many other
chemicas intiuding  .ydosporin

Please withdraw the CPG and relssue it in- draft form to allow for phasmaeist, velerinarians; and non-.
food producing aniny ) owners to comment on its provisions before it is implemented.

Sincerely,

Kenneth Hughes RFh

Ower (; /\,O

cc: Mark McClellan, FOA Commissioner 4
Sen. John Cornyr: - Texas-

Sen Kay Bailey M tchison — Texas U‘) ‘P‘ ?) Y/
Rep. Chris Bel T exas P'@ ~
"
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Dr. Stephen Sundlof, Director

Center for Veteninary Medicine

U.S. Food and Drug Adnunistration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof:

My name is Don D. Bristow and I anr o compounding pharmacist in Sinton, TX: F
am wnting to you because of concerns I have with the new Compliance Policy Guide
(CPG) recently issued. CVM issued this Compliance Policy Guide in final form without\
allowing opportunity for comments, in violation of FDA Goed Guidance. Practices. Many
requirements of this CPG are extremely problematic and deserve a comment penod
before being put inte effect. FDA's prohibition-in this-CPG against compounding from_
bulk active pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug substances;

1 am writing t0.ask the FDA to withdraw the CPG and reissue itin draft form to
allow for pharmacists, veterinarians, and patients to comment on its provisions before it
is implemented. Please take these concerns of mine into consideration.

ol
g1 W,

Sinton, TX 78387
800-734-2418
361-364-5028 (fax)
www_moorespharmacy.com
Vice-President
MOORES PHARMACY
DDB:Imm
cc: Mark McClellan, FDA Commussioner
Sen. Kay Bailey Hutchinson
Sen. John Comyn
Rep. Ruben Hinojosa
IACP

wYive
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Dr. Stepben Sundjof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV )
7500 Standish Place
Rockville; MD 20855

Dear Dr. Sundlof, :
My vame is Jim Clark and I am a chmpounding pharmacist in Beeville, TX. [.am
wriling 10 you because of concerns | have with the new Compliance Policy Guide (CPG)
recently issucd. CYM issued this Compliafice Policy Guide in final form without
allowing opportunity for comments, in viogation of FIJA Good Guidance Practices: Many
requirements of this CPG are extremejy prpblematic and deserve a comment period
before being put into effect. FDA’s prohibgtion in this CPG against compounding from:
bulk active pharmaceuticals is extremely problematic. It is cssential that pharmacists be
allowed to componnd for non-food produding animals ffom bulk drug substances.

I am writing to ask the FDA to- withdraw the CPG and reissue it in draft forpr to.
allow for pharmacists, veterinarians, and patients to comment on its provisions before it
is implemented. Please take these concern$ of mine inty consideration.

‘ V{(/{M

mm Clark R.Ph.
1000 E Houston-
Beeville TX 78102
800-734-2417
361-362-1537 (fax)
moorescitydrug@beoni net
Vice-president
MOORES PHARMACY
Rnm
cc: Mark McClellan, FDA Commissipner
Sen. Kay Bailey Hutchinson.
Sen. John Comyn
Rep. Ruben Hinojosa
{ACP




16/1/2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFVJ]})
7500 Standish Place

Rockville, MD 20855 {

Dear Dr. Sundlof,

My naine is Robert Meore and 1 an
am writing to you because of concerns T
(CPG) recently issned. CVM issued this
allowing opportunity for comments, in vio

a compounding pharmacist in Beeville, TX.
e with the new Compliance Policy Guide.
mpliance Policy Guide in final form without

the CPG apd reissue it in draft formto.
tients 1o comment on its provisions before it
of mine into consideration.

1 am writing to ask the FDA to wit
allow for pharmacists, veterinarians, and
is implemented. Please take these concern

Robert Neal Moore R\?T
1000 E Houston
Beeville TX 78102
800-734-2417
361-362-1537 (fax)
moorescitydrug@beni.net
Vice-president
MOORES PHARMACY
Rnin
cc: Mark McClellan. FDA Commissiéper
Sen. Kay Bailey Hutchinson '
Sen. John Comyn
Rep. Ruben Hinojosa
JACP




. PHARMACY '

700 Avenug D
Snohomish, WA 38230

Paane:360.568.7757 1 woanded Ao mbow

“www.kuslerspharmrmiy.com

October 12003 OadONT o HATS veegnt

Dr.-Stephen Sundlof; Direttor ALVEJ@D merct,
Center for Veterinary Medijci {
ation (HFV-1)

:8. Food and Drug Admifsi ~ —
7500 Standish Place éa,u/nl.!, /05—%

‘Rockville, MD - 20855
Dear Dr. Sundiof,

'm-writing in regards to-the Guidance for FDA Staff and Industry, Compliance Policy Guides
‘Manual, Sec. 608.400; Cdmpounding of drugs for use in animals. The Center for Veterinary
Weticine issued this Co Poiicy Guide {CPG) in #inal form without allowing opportunity
for comments. This action id in violation of the FDA Goed Guidance Practices. Many of the
requirements of this state G -are exiremely problematic and deserve a comment period
befors being finalized. '

The FDA’s prohibition in this| CPG against compounding from bulk active pharmaceuticals is not

. practical and is unethical,fag it will-deny family pets.of medications and treatment options, which
would normally be available] It is essential that pharmacists be aliowed to compound for
non-food producing aninjals from buik drug substances.

1 ask'that the FDA with
veterinarians, and patlents t

CPG and reissue it in draft form to allow for pharmacists,
comment on its provisions before it is implementsd.

-Sincerely,

Dawn Ipsen, PharmD J
Compounding Pharmacist
Kusler's Pharmacy
700 Avenue D
Snchomish, WA 982980
Phone (360) 568-7787
Fax (360) 566-3626
E-mail dawnipsen@yshdo.com

cc; Mark McClellan, EDA Commissioner

Senator Patty Murray

Senator Maria Cantwell
Representative Jay Inslee
}

Representative | Zc.dLnLarsen
Intematicnal Aceliemy of Compounding Pharmacists

30V 929€89509¢ - XV SLA19 WVHA SHATSON:-WOBA Wd 5070 Q3W £00Z-10-100
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cc: Mark McClellan, FDA Commissioner

" Oclober 1,2003

Dr. Stephen Sundlof, Director

Center for-Veterinary Medicine

U.S. Food and Drmg Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Fmmmmmy -

S

The recent restrictive, arbitrary & harmful issuing by. CVM of the Compliance Policy-
Guide (CPG) for Veterinary Compounding in final form without allowing opportunity for !
comiments is in violation of FDA Good Guidance-Practices: Many requirements of this
CPG are extremely problematic and deserve a comment period before being put into
effect.

T CEmIESIT TIRgEET SREsI

FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is

extreffiely problematic. Tt is essential that pharmacists be altowed to compound for non- !
food producing animals from bulk drug substances. Many, many of our veterinary !'r
patients would no longer have vital medications available for their animals if this rule

goes into effect without preper eomment and-evaluation periods.

F would ask that the FDA withdraw this CPG’and reissue it in draft form to allow for

pharmacists, veterinarians, and pancms to comment on its provisions before being
implemented.

SNy,
5%
%.
21

—

Grants Pass

armacy
414 SW 6™ Street ?
Grants Pass, Oregon 97526 i
Phone: 541-476-4262 . h

FAX: 541-474-1443

Sen. Ron Wyden, Oregon

Sen. Gordon Smith, Oregon- |
Rep. Greg Walden, Oregon &
Rep. Peter DeFazio, Qregon

4148 W. 6th-St. = Grants Pass, OR 87526 + isoa) 4764262



October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued-a-Compliance Peliey
Guide which threatens the phamacists ability to formulate many medications for
veterinary patients (pets):

CVM issued this CPG in final form without allowing opportunity for.comments, in ‘
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment period-before being put into”
effect.

FDA's prohibition in this CPG against.compounding from bulk-active
phamaceuticals is extremely problematic. It is essential that phammacists be
allowed to compound for nenfeod producing-animats frombulk drug substances:

Please withdraw the CPG and reissue it in.draft form to-allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions-before-it is implemented:

Respectfully,

Mk Fredp

Melissa Frederick
Compounding Technician

- Ak Adad>ledi Al s

C\‘E__.‘:,
Professional Arts Pharmacy

Prescription Componnding Spacialist

Eric Vidnne, P1). FA C.A.  Mandie Romero, P.D.
Germaine Robmson, R.Ph David Mayer, P.D..
Kevin LaGrange, R.Ph  Lynn Darhy, P.D.

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundlof, FDA Director,

i ici i liance Policy
The Center for Veterinary Medicine, U.S. FDA has issued a Comp ce F
Guide which threatens the pharmacists ability to-formulate- many. medications.for

veterinary patients (pets).
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Professional Arts Pharmacy

‘ Presenpron Compounde Spectales

Evic Vidoe, P1) FA A Mundic Ramera P
Germame Kolmson, R Dawd Maver, P,
Kevin LaGranee, R.Ph - Lynn Darby. 'D

October 15, 2003

Subject: Veterinary Pharmaceutical. Compounding-

Dear Steven Sundiof, FDA Director;-

The Center for Veterinary Medicine, U.S. FDA has.issued a Compliance Policy. .,
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing oppartunity for.comments, in
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic. and deserve a comment period-before-being put into-
effect.

' FDA's prohibition in this CPG. against compounding:from-bulk-active.
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food-producing animals from bulk drug substances:.

Please withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinanans, and owners of pets who need ailtemative treatment options to
comment on its provisions before it is implemented:

Respectiully,

irwggdﬂj\ﬁ(ﬁ\@ A,

Amy Disc!
Compounding Technitian

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at 301-443-3100.
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator-John Breaux .
cc: Representative Billy Tauzin cc: Senator Mary Landrieu
cc. Representative David Vitter
cc: Representative Richard Baker
620 Guilbcan Rd,, Ste. A + Lafayctte, LA 70506 - Ph. 337.991.0101 1-888.237-4737 - Fx. 337.991.0151

Customized Dosing - Transdermal Gels « Natwral Hormone Replacement » Discontinned Formulations - Pain Management Medicarions
Preservarive Free Medications - Sustamed Release Capsules - Urological Medications - Dermatological Specialries
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Presenprion Comooundusg Spectalit

Erec Vidrine PID.FAC A Moaadie Romero DD
Germnume Robovvem, R P Davd Maser, PIX
Kewn LaGhrange, R Ph Lynn Darby, P.D

Subject: Veterinary Pharmaceutical Compounding-

Dear Steven Sundlof, FDA Director,

The Center for Veterinary.Medicine, U.S. FDA has-issued-a Compliance Policy-
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients {pets).

CVM issued this CPG in final form without allowing opportunity for.comments; in
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment period-before being put into’
effect.

FDA's prohibition in this CPG against. compounding from bulk aetive.
pharmaceuticals is extremely problematic. it is essential that pharmmacists be
allowed to compound for non-food-producing animails from bulk drug substances.

Please withdraw the CPG and reissue it in draft-form-to allow for- pharmacists,
veterinarians, and owners of pets who need altemnative treatment options to
comment on its provisions -before it is-implemented:

Respectfully, ) .
Tina Dupuis
Compounding Technician

cc. Mark McClellan, M.D. Ph.D. FDA Commissioner at-301-443-3400-
cc: |IACP at 281-495-0602

cc: Representative Chris John ¢c: Senator John Breaux
cc: Representative Billy Tauzin ce: Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative-Richard Baker.

620 Guilbeau Rd., Stc. A - Lafayette, LA 70506 - Ph. 337.991.0101 1-888237-4737 - Fy. 337-991-0151 .
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Professional Arts Pharmacy.

Preserprion Compoundins Speciabiar

Fre Vidnne, 'D FAC A Mande Remera P19
Germaine Robinson, B Ph - Duwrd Mayer, PD
Kevin fuCivange. R.Ph - Lann Dby, P D

October 15, 2003

Subject: Veterinary Pharmaceytical Compounding-

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity. for. comments, in .
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a.comment period-before being put into
effect.

FDA's prohibition in this. CPG against compounding from-bulk active .
pharmaceusticals is extremely problematic. It is essential that pharmacists be

allowed to compound for non-food-producing-animals from bulk drug substances.

Please withdraw the CPG and reissue.it in draft form {0 allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before-it is implemented:

e s

0S8
ing Technician

cc: Mark McClellan, M.D. Ph.D. FDA .Commissioner at 301-443-3100-
cc: IACP at 281-495-0602

cc: Representative Chris John:. cc: Senator John Breaux:
cc: Representative Billy Tauzin cc. Senator Mary Landrieu
cc: Representative David - Vitter

cc: Representative Richard Baker

620 Guilbeau Rd., Ste. A  Lafayetre; LA 70506 - Ph. 337:991-070F 1-888-237.4737 - Fx. 337-991.0151

Preservarive-Free Medications » Sustaincd Release Capmitkes + Urological Medications - Dermatological Specialtics
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' Professional Arts Pharmacy.

Prescontion Conpounding Spectale

Evic Vidrme. PIY FACA NMandie Romero, P
Gevmame Robinson, R Ph - Duvd Maver, P
Kevm LaGrange, K Ph Lxmwn Darby. PD.

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundiof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued.a Compliance Policy. |
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity for comments, in_
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment period before being put into |

effect.

. FDA's prohibition in this CRG against compounding. from bulk active -
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk-drug substances. .

Please withdraw the CPG and reissue it in draft form to allow for pharmacists, .
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented..

Respectfull

Steven Carroll
Compounding Technician-

cc: Mark McClellan; M.D. Ph.D. FDA Commissioner.at.301-443-310Q
cc: IACP at 281-495-0602

cc: Representative Chris. John cc: Senator John Breaux. -
cc. Representative Billy Tauzin cc: Senator Mary Landrieu
cc: Representative David Vitter-

cc: Representative Richard Baker

620 Guilbeau Rd,, Ste. A + Lafayerte, LA 70506 - Ph. 337.991.010]1 1-888-237-4737 - Fx. 337.991.0151

Cusromiz sing - sde « Disconti . i i icati
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Prexcriprnm ompourhing Specidne

Evic Vidrine. PTD) FAC.A Muandie Romeve, PD
Germame Robimson, R Ph David Mayer, D12
Kevin LuGrange, R Th  Lyan Dwbw, P.D

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding-
Dear Steven Sundlof, FDA Director, -

The Center for Veterinary. Medicine, U.S, FDA has issued-a-Compliance Policy. -
Guide which threatens the phammagcists ability to formulate many medications for
veterinary patients (péts).

CVM issued this CPG in final form without allowing opportunity for comments; in |
violation of FDA Good Guidance Practices. Many requirements of the CPG are
exiremely problematic and deserve a.comment perioéd before-being put into
effect.

‘ FDA's prohibition in this CPG against compounding from-bulk active.
pharmaceuticals is extremely problematic. 1t is essential that pharmacists be
allowed to compound-for non-food producing animais from bulk drug substances.

Please withdraw the CPG and reissue it in-draft form {o allow for-pharmacists;
veterinarians, and owners of pets who need altematwe treatment options to
comment on its provisions-before™it slern

Respectfully, W‘r—’ _

Mervin Benoit
Delivery Driver

cc: Mark McClellan, M.D..Ph.D. FDA Commissioner-at 301-443-3100-
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin- cc: SenatorMary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker

620 Guilbeau Rd, Ste. A + Lafayetre, LA 70506 - Ph. 3579910101 1-888-237.4737 - Ex.~337-991-0151

Cnstomized Dosing - Transde: val Gels - Natural Hormone Replacement + Discontinued Formulations + Pam Management Medicarions

Preservative-Fice Medications - Sustained Release Capsules - Urological Medications - Dermatological Specialties
. Pavor Speciulization - Custom Nebulization Solutions + Medicated Lollipaps + Dental Preparations + Viterinary S Qpcmk\ es
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‘ Professional Arts Pharmacy

Prescnponn Comrourding Spxciaim

Fuo Vidvne, P FAC.A  Mawbhe Romere. PD
Germaime Robmaon, R Ph Puarnl Meayer;, P1r
kewin LaCivange, R Ph - Lynn Darky, P.D.

October 15, 2003

Subject: Veterinary. Pharmaceutical Compounding

Dear Steven Sundlof; FDA Director; .

The Center for Veterinary. Medicine, U.S: FDA-has issued a Compliance Policy .
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets):

CVM issued this CPG in final form without allowing.opportunity for comments, in .,
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic.and deserve a-comment period before being put into
effect.

‘ FDA's prohibitian in this. CPG .against- compounding from bulk active--
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animalis from bulk drug substances.

Please withdraw the CRG-and reissue it.in draft formto-alfow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it-is- implemented:

Respectiully,

Kim LaFleur
Compouriding Technician

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at 301-443-3100
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux
cc. Representative Billy- Tauzin - cc: Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard-Baker.

620 Guilbeau Rd., Ste. A - Lafayecee, LA 70506 « Ph. 337-991.0101 1.888-237-4737 - Fx- 337991015k -

Customized Dosing » Transdermal Gebs - Nacural Hormone Replacerment + Discontinued Formularions » Pain Management Medications -
PreservativeFroe Medications - Sustained Release Capsules - Urologival Medicatione + Dermatological Specialties
‘ Flavor Specialization - Custom Nebulisation Solutions - Medicated Lallipops - Denral Preparations - Veterinary Specialties
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Professional Arts Phinmacy

. Proscription Compoundmg Speraing

Foe Vuboe, PD FAC A Mandie Romero, P

Ciermaing Robmseon, B Pk David Mayer; PLY -

Kevin LaChange, R.Ph - Lynn Darin, 2O

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding.
Dear Steven Sundiof, FDA Director,

Oct. 16 2993 @3:20PM P7?

The Center for Veterinary. Medicine; U.S. FDA has issued-aCompliance Policy
Guide which threatens the phamacists ability to formulate many medications for

veterinary patients {pets):

CVM issued this CPG in final form without allowing opportunity for comments; in-.
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a-comment period before being put into

effect.

. FDA's prohibition in this CPG against compeunding from-bulk active
pharmaceuticals is extremely problematic. it is essential that pharmmacists be
allowed to compound for- non-foed -producing animais from bulk drug substances.

Please withdraw the CPG and reissue it in draft form-to-allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to

comment on its provisions before it is-implemented:

Leah Alborado, P.D.
Pharmacist

cc: Mark McClellan; M.D: Ph.D: FDA Commissioner at 301-443-3100

cc: IACP at 281-495-0602

cc. Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin - ce: Senator Mary Landrieu

cc: Representative David Vitter
cc: Representative Richard Baker

620 Guilheau Rd., Ste. A - Lafavette, LA 70506 - Ph. 337-991.0101 1.8$8-2374737 - Fx. 3379910151

Customized Dosing + Transdermal Gels = Naturel Hormone Replacement « Discontinued Forsmulations - Pain Management Medications

PreservativeFree Medications - Sustained Release Capsulés - Urological Medications -

Dermatologicat Specialtics

‘ Flavor Specialization - Custom Nebulization Sohurions - Medicated Lollipops « Dental Preparation » Veterinary Spevislties
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‘ Precriprion Compounding Speciabist

Evie Vadrine, P13 FA CA. Mondie Romero, P
Germame Robanen, B-Ph Davwd Mayer, P>
Kevin LaGrange. R Ph Lyan Darby. P12,

October 15, 2003

Subject: Veterinary Pharmaceutical- Compounding

Dear Steven Sundlof, FDA Director,.

The Center for Veterinary Medicine, U.S: FDA has issued-a Compliance Policy
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing oppertunity for comments, in
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic. and deserve a-comment period before being put into
effect.

. FDA's prohibition.in this.CPG against compounding front bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for nan-food prodicing animals from bulk drug substances.

Please withdraw the CPG and reissue it-in draft form to aliow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented. K

'__,_-.-Resp Hully,
N%t \.}t’ wa

Randy £ and;
Compounding Technician

cc: Mark McClellan, M.D. . Ph.D.. FDA Commissioner-at 301-443-3100
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin- cc: Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker

620 Guilbeau Rd,, Ste. A - Lafayctte. LA 70306 - Ph. 337.991.0101 1.888.237-4737 - Fx. 337-991:0151

Customized Dosing + Transdermal Gels - Natural Hormone Replacement » Discontinned Formudstions - Pin Maagement Medications.
Presersative-tree Medications « Sustained Release Capsules + Urological Medicarions - Dermatological Specialties ‘
. Flavor Specialization + Custom Nebulization Solutions - Medicated Lollipops - Dental Preparations » Vererinary Specialties
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Professional Arts Phamuacy-

\ . .
. Prescrpron Compenmiding Speciabise

Eric Vulene, P1) FLA A Mande Romern, P.D
Gemame Robisem, R.PR - David Mayer, P D~
Kevm Lalnange. R PR Lyan Darby, P D).

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding:

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without aliowing opportunity. for comments,.in.
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment period before being-put inte
effect.

FDA's prohibition in this CPG against compounding from bulk active- .
‘ pharmaceuticals is extremely problematic. 1t is essential that pharmacists be
allowed to compound for non-foed preducing animals fromrbulk drug substances.

Please withdraw the CPG and reissue it in draft form-to allow for- pharmacists;
veterinarians, and owners of pets who need aitemative treatment options to
comment on its provigions before i is-implemented:

Respectfyfy,

cc: Mark McClellan, M.D..Ph.D. FDA Commissioner at 301-443-3106-
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux

cc: Representative Billy Tauzin c¢c: SenatorMary Landrigu
cc: Representative David Vitter

cc: Representative Richard Baker.
620 Guilbean Rd., Ste. A + Lafuyetze, LA 70506 - Ph. 337-991.0101 1.888.2374737 - Fx. 337.991015)

Cusiomized Dosing - Transdermal Gels + Natural Hormone Replacement = Discontimed Formulations - Pain Management Medications
PreservativeFree Medications .+ Sustained Release Capsules » Urvlogical Medications - Dermarological Speviatties

Flavor Specialization - Custom Nebulization Solutions + Medicared Lollipops + Dental Prepararions - Veterinary Speciaiﬁ'm
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‘ Prescnpaon Compounding Sf\\' kst

EncVubme, P FACA  Mandie Romero PD
Gemnaine Robmson, R-Ph - Datnd Maver, PD-

Kevin LaGrange, R Ph Lynn Darby, PR

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundiof, -FDA Director,

The Center for Veterinary.Medicine, U.S: FDA-has-issued-a Comptiance Policy .
Guide which threatens the phamacists ability to formulate many medications for
veterinary patients {pets).

CVM issued this CPG in final form without allowing-opportunity for comments; in~
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a-comment period before belng put into
effect.

‘ FDA's prohibition.in.this CPG against compotnding-from bulk active \
phamaceuticals is extremely problematic. it is essential that phanmnacists be
allowed to compound for-non-food producing animals from bulk drug substances.

Please withdraw the CPG and reissue it in draft-form-to allow for pharmacists,
veterinarians, and owners of pets who need aiternative treatment options to
comment on its pravistons.before it-is implemented:

Respectfully,

onc Bovrgua.

Mona Bourque
Receptlopist

cc: Mark McClellan, M.D. Ph.D.-FDA Commissioner at 301-443-3100 -
cc. IACP at 281-495-0602_

cc: Representative Chris John cc: Senator John Breaux

cc: Representative Billy Tauzin cc:Senator Mary Landrieu
cc: Representative David Vitter
cc: Representative Richard-Baker-

620 Guilheau Rd,, Ste. A - Lafayetwe, LA 70506 - Ph. 337.991.0101 1-888-237.4737. + Fx. 337.991:0151

Customized Dosing + Transdermal Geb - Natural Hormone Replacemens + Disoortioucd Formulations - Pain Management Medications | |
Preservative-Trec Medications - Sustained Release Capsules - Urological Medications + Dermatological Specialties
‘ Havor Specialization + Custom Nebulization Solutions - Medicated Lollipops + Demal Prepararions - \ctecinary Specialties. .
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Presenptinn Compounding Specidiss

Enc Vidane, P1) FAC A Muandie Romero, P.L
Germane Robmvson, R.Ph Davud Mager L2
Kewn LaGrange, K Ph - Lynn Davby, P12,

October 15, 2003

Subject: Veterinary Phammaceutical Compounding:

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy
Guide which threatens the pharmacists -ability-te formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity for.comments, in.
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve .a.comment period before-being put into
effect.

FDA's prohibition in this CPG against compounding from-bulk-active.
phamaceuticals is extremely problematic. [t is essential that pharmacists be
allowed to compound for-nen-food producing animals from bulk drug substances.

Please withdraw the CPG and reissue it.in draft form 10-allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options fo
comment on its provisions-before it is implemented:

Respecully, ‘

John Breaux
Delivery Driver

ce: Mark McClelian, M.D. Ph .. FDA Commissioner at 301-443-3100..
cc: IACP at 281-495-0602

cc: Representative Chris John ¢¢: Senator John Breaux
cc: Representative Bllly Tauzin cc: Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker. .

620 Guilbeau Rd., 1. A - Lafayerte, LA 70506 - Ph. 337.991.0101 1.888-237-4737 - Fx. 3379910151 .
- Y
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Preservative-Free Medications - -Sustained Release Capsules + Urological Medications « Nermatolaical Specialties
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Prescripnon Comgs uinding Speasbis

Evic Vubome, P FAC A Mande Romero, PD.
Cermane Robinson, R.Ph. Devd Maxer, PR
Kewvin LeCivange, R.Ph  Lvan Darby, DI,

October 15, 2003

Subject: Veterinary. Pharmaceutical Compounding-
Dear Steven Sundlof, FDA Director;

The Center for Veterinary Medicine, U.S. FDA has issued-a Compliance Policy. .
Guide which threatens the phamacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity. for comments, in
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment-period-before being put into-

effect.

. FDA's prohibition in this CPG against compounding from-bulk active .
phamaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound-for-non-food preducing-animals fromrbulk drug substances:

Please withdraw the CPG.and reissue it-in-draft form-to allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before-it-is implemented:

Respectfully,

Debbie Bue
Bookkeeper

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner-at 301-443-3100
cc: JACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux

cc: Representative Billy Tauzin- cc: Senator Mary Landrieu
cc: Representative David Vitter
cc: Representative Richard Baker

620 Guilbeau Rd,, Ste. A + Lafaycrte, LA 70506 + Ph. 337.991.0101 1.888.237-4737 » Fx. 337.991.0] 31 .

Customized Dosing - Transdermal Gels + Narural Hormone Replacement + Discontinued Formukutions + Pain Management Medications

Preservative-Free Medications « Sustaind Release Capsules - Urological Medications - Dermatological Specialties
Flavor Specialization - Custom Nebulization Sohutions + Medicated Lollipops - Dental Preparations » Veterinary Specialries
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Preseripnon U umpoondine Specuibt
Fric Viidune, PIY FAC A, Muandie Rospers. P LY

Cermame Robinson, R Ph Davd Maxer, P.ID,
Kevin LaGrange, KiPh Lyan Daby, PEX

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding-
Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, \.S. FDA has issued a-Compliance Policy- ,
Guide which threatens the phammacists ability to formulate many medications for
veterinary patients {pets).

CVM issued this CPG in final form without allowing opportunity for.comments, in |
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve-a.comment period-before-being putinto:
effect.

FDA's prohibition in this. CPG. against compounding-from bulk active.
pharmaceuticals is extremely probiematic. It is essential that pharmacists be
allowed to compound for non-food progucing animals front bulk drug substances.

Please withdraw the CPG and reissue it in-draft-form to-allow for-pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions-befere-it is implemented.

Respectfull

O

aree Briggs
Compounding Technician

cc. Mark McClellan, M.D. Ph.D. FDA Commissioner at-301-443-3100
cc: JACP at 281-495-0602

cc: Representative Chris John ¢c: Senator John Breaux
cc: Representative Billy Tauzin cc:'Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker

620 Guilbcau Rd,, Ste. A - Lafavette, LA 70506 - Ph. 337-991.0101 1-888237-4737 - Fx. 337.991.013]
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Pre<cnptivn Compatindime Spsecinhst
Eric Vidvme, P, FA C.A Mandic Romero. P.D
Germame Robmson, R Ph - Dovid Mayer, PDB--
Kevin LaCGrange, R P Lynn Darby, PD.

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding:

Dear Steven Sundiof, FDA Direclor;

The Center for Veterinary Medicine, U.S..FDA has issued-a-Compliance -}?o}icyk !
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity. for comments, in...

violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve.a comment period-before -being putinto-
effect.

FDA's prohibition in this CPG against. compounding-from bulk active.
phamaceuticals is extremely problematic. It is essential that pharmacists be

allowed to compound for nen-feod producing animais from bulk dfug substances.

Please withdraw the CPG and reissue it-in draft-form to-atlow for pharmatists,
veterinarians, and owners of pets who need aiternative treatment options to
comment on iis provisions-before it is implemented.

Respectfully,

@‘.A/-"—y W/ /f%\
David Mayer, P.D.
Pharmacist

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at-301-443-3100~
cc: JACP at 281-495-0602.

cc. Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin- cc:Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard-Baker-

620 Guilbean Rd., Ste. A - Lafaveric, LA 70506 - Ph. 337.991.0101 1-888.2374737. - Fx.- 337.991.045+
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Professional Arrs Phannacy
Preseripnon Componmig Spsecdine
Ene Vibme, P12 F A C AL Mandie Romero, PD

Germame Robmsan, R-Ph Daved Mayer; P~
Kevin LaCivange, R.Ph Lynn Darby, P DD

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundlof, FDA Director,-

The Center for Veterinary. Medicine, U.S. FDA has issued a Compliance Policy- .
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients {pets).

CVM issued this CPG in final form without allowing oppartunity.for comments, in |
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and deserve a comment period-before being-put into-
effect.

FDA's prohibition in this. CPG against compounding-from butk aetive.
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for nen-food producing-animals from bulk drug substances.

Please withdraw the. CPG.and reissue it in-draft-form to-allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions-before it is implemented:

Re;s‘pectfully. -
Qf i Lotsncson  P.D

aine Robinson, P.D.

Pharmacist

cc: Mark McCiellan, M.D. Ph.D. FDA Commissioner at 361-443-3106.
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin cc: SenatorMary Landrieu

cc: Representative David Vitter
cc: Representative Richard Baker

620 Guilbeau Rd, Ste. A - Lafayette, LA 70506 - Ph. 337-991.0101 1-888-237:4737 - Fx. 337.991.0151
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Protessional Arts Pharmacy.
Presonpuon Compoundmg Speetalisr

Fre Vidrme, 1) FAC A Mandie Romeve, PI)
Germaine Robinson, R Ph [avsd Maver, L.
Kevm LaGrange, R Ph Ly Darby, PD.

Qctober 15, 2003

Subject: Veterinary Pharmaceutical Compounding.

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has-issued a Compliance Policy-
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets):

CVM issued this CPG in final-form without allowing opportunity. for.comments; in |
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic and.deserve a-.comment period-before being putinto
effect.

FDA's prohibition in this CPG.against compounding-from bulk-active.
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound- for-nen-feoed-producing animats from bulk drug substances.

Please withdraw the- CPG and reissue it-in draft-form to-altow for pharmacists, |
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions-before it is implemented:

Respectfully,

Momda X/PW)@ /p

Mandie Romero, P.D.
Pharmacist

cc: Mark McClelian, M.D. Ph.D. FDA Commissioner at- 301+-443-3106
cc: JACP at 281-495-0602..

cc: Representative Chris John cc: Senator John Breaux
cc: Representative Billy Tauzin-- cc:-Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker

620 Guilbcau Rd., Ste. A + Lafayette, LA 70506 - Ph. 337-991.0101 1-888-237.4737 - Fx. 3379910451
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Professional Arts Phanmaey.
' Prew option Compounding Specudise

Ene Vidrne, P FAC A Mandie Romere. P 1D
Germame Robmsen, R.Ph - Davd-Meayer; FIY
Kevn LaGrange, R.Ph - Lynn Darhy. P13

October 15, 2003

Subject: Veterinary. Pharmaceutical Compounding-

Dear Steven Sundlof, FDA Directar;-

The Center for Veterinary. Medicine, U.S. FDA-has-issued-a-Compliance Policy-
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients {pets).

CVM issued this CPG in final form without allowing opportunity for comments, in. ,
violation of FDA Good Guidance Practices. Many requirements of the CPG are
extremely problematic. and deserve a.comment period-before being put into
effect.

. FDA's prohibition in.this. CPG.against. compounding-from-bulk active~
phamaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-feod producing animais from bulk drug substances.

Please withdraw.the CPG and relssue it in-draft-form to allow-for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions-before it is-implemented:

Res ectfully,
! PN Ny i L
/‘éﬁv‘_@. Dveeco A Do R

Katie Fung
Receplionist

cc: Mark McClellan; M.D_Ph.D. FDA.Commissioner at 301-443-3100-
cc: JACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux
cc: Representative Billy: Tauzin- ce:'Senator Mary Landrieu
cc: Representative David Vitter
cc: Representative Richard Baker-
620 Guilbeau Rd., Ste. A - Lafayerte, LA 70306 « Ph. 337.991.0101 1.888-237.4737 - Fx. 337991015}

Customized Dosing - Transdermal Geb - Natural Hormone Replacement - Discontinued Formulations « Pain Managemens Medicationy
PreservariveFree Medicarions - -Sustained Refeasc Capsules - Urological Medications + Dermatological Specialtics
. Flavor Specialization - Custom Nehulization Solutions - Medicated Lollipups - Dencal Preparations « Vererinary Specialties
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‘ Professional Arts Phamacy
Presenpron Carypesmding Spectalist

Enc Vidvne, PI) FA.C.A. Mandie Romero, I'D)
Germaine Robinsem, R.Ph Daa Maver, D
Kevin LaGrange. R Ph - Lymn Darby, PD

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundiof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliaqce Eolicy
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without aliowing opportunity for comments, in
violation of FDA Good Guidance Practices. Many requirements of the QPG are
extremely problematic and deserve a comment period before being put into

effect.

‘ FDA's prohibition in this-CPG against compounding from bulk active
phamaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug substances.

Please withdraw.the CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented.

Respectfully,

Administrative Assistant

23

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at 301-443-3100
cc: IACP at 281-495-0602

cc: Representative Chris John cc: Senator John Breaux

cc: Representative Billy Tauzin cc: Senator Mary Landrieu
cc: Representative David Vitter

cc: Representative Richard Baker
620 Guilbeau Rd, Ste. A - Lafayerte, LA 70506 + Ph. 537-991.010) 1.888-237.4737 - Fx. 337.991.015]

Customized Dosing + Transdermal Gels « Natural Hormone Replacement = Discontinued Formylations + Pain Management Medications
‘ Preservarivelree Medications - Sustained Relcase Capsules + Urological Medications - Dérnatologieal Specialties

Flavor Specialization - Custom Nebulization Solutions - Medicared Lollipops - Dental Preparations - Veterinary Specialties
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Professional Arts Pharmacy

Prescrpban Coponnding Specnlise

Fre Vidrne, PD.FA C A Mandie Romero. P
Germane Robinson, K. Ph - David Mayer, PD
Kevm LaGrange, R Ph Lynn Darby, PD.

October 15, 2003

Subject: Veterinary Pharmaceutical Compounding

Dear Steven Sundiof,.FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy

Guide which threatens the pharmacists ability to formulate many. medications for |

veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity for comments, in
violation of FDA Good-Guidance Practices.. Many requirements of the CPG are
extremely problematic and deserve a comment period before being put into
effect.

FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be

allowed to compound for non-food producing animals from bulk drug substances.

Please withdraw the CPG and reissue it in draft form to allow for pharmacists, -
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented.

Respectiully,

Tina Stevens
Accounting Department”

cc: Mark McCleltan, M.D. Ph.D. FDA Commissioner at 301-443-3100 .
cc: JACP at 281-495-0602

cc: Representative Chris John: cc: Senator John Breaux
cc: Representative Billy Tauzin cc: Senator Mary Landrieu
cc: Representative David Vitter,

cc: Representative Richard Baker

620 Guilbcau Rd., Ste. A - Lafayette, LA 70506 - Ph. 337-991-0101 1-888-237-4737 - tx 337-991.0151

Customized Dosing + Transdermal Gels » Nararal Hormone Replacement + Discomtinued Formulations + Pain Management Medicanions

PreservariveFree Medications - Sirstained Reléase Capsules + Urological Médicarions - Dérmarological Specialries
Flavor Specialization - Custom Nebulization Solutions « Medicated Lollipops « Dental Preparations - Veterinary Specialtics
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‘ Professional Arts Pharmacy

Pres opon Comprding Speciabse

Eric Vidvine, 2L FAC.A - Mandie Romero, PD
Gevmame Robmson, R.Ph - Davd Mayer, PD.
Kevm LaCirange, R Ph Lynn Darhy, PD.

October 15, 2003

Subject; Veterinary Pharmaceutical Compounding

Dear Steven Sundlof, FDA Director,

The Center for Veterinary Medicine, U.S. FDA has issued a Compliance Policy
Guide which threatens the pharmacists-ability. to formulate many medications for .
veterinary patients (pets).

CVM issued this CPG.in final form without allawing . opportunity for comments, in \
violation of FDA Good Guidance Practices. Many requirements of the CPG are

‘ extremely problematic and deserve a comment period before being put into
effect.

FDA's prohibition in this CPG. against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound-for nen-food producing animals from bulk drug substances.

Please withdraw the CPG and reissue- it in draft form to allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented.

Respectfully,
Kerry Menard
Bl Dirivsar,
C a“'\"_‘.';
N\
Professional Arts Pharmacy
Prescriprion Compounding Specialist
. Enc Vidrine, PDD FA.C.A.  Mandie Rameru, P.I)..
Genname Robinson, R.Ph  David Mayer, P1).

Kevm LaGrange. R Ph- Lynn BParby;, ED.
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807 Third Avenue = New Brighton, Pennsylvania 15066
(724) 891-7383 « FAX (724) 891-6546

1026 Pennsylvania Ave. » Monaca, Pennsylvania 15061
y (724) 775-2225 *FAX (724) 775-2282

Ll o UbllUUH

Bealth & Jatnes LEM 24 HOUR EMERGENCY SERVICE (724) 891-PETE

Dr. Stephen Sundlof/ Director

Center for Veterinary Medicine

US Food and Drug Administration (HFV-1).
7500 Standish Place

Rockville, MDD 20855

Dear Dr. Stephen Sundlof:

This letter is on behalf of PETE’S APOTHECARY DRUGS AND COMPOUNDING
STORES. Regarding the recently issued Compliance Policy Guide on compounding for
animals disallowing all compounding from bulk pharmaceutical ingredients that the U.S.
Food and Drug Administration Center for Veterinary Medicine has issued.

The FDA’s prohibition in thc CPG against compounding from bulk active.
pharmaceuticals is extremely problematic in that it is essential that pharmacists be
allowed to compound for nen-food producing animals from bulk-drug substanees..

‘ We are asking the FDA to please withdraw the CPG and reissue it in draft form. We
believe this move is possibly a violation of FDA Good Guidance Practice and that many
of the requirements of this CPG are extremely problematic. We believe our request is a
fair one, in that it would allow pharmacists, veterinariuns and paticnts the opportunity to ,
comment on its provisions before it is implemented. ‘

Thank-you for your time and consideration in this matter.

Respectfully,

Peter J. Zﬁnopoulos RPh. CCS

Owner

Annette J, Costanza

Human Resource Director-

Flyers enclosed

cc: Mark McClellan, FDA Commissioner.

cc: Honorable Jerry LeValle, Senator

cc: Honorable Mike Veon, State Representative
cc: Honorable Melissa Hart, Congrcsswoman
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{l h.ta rca.cml) come 1o our altentmn that the FDA Has issued a C omplmnce Policy Gmde
CPGronv cterinan compo;mdmg, ‘Leesburg pharmacy is an ind¢pend. nt pharmaey that has
el i business in Northern Virginia- for over 25 ygars We. compound pre.sc.npuon:. for human S
_xe. s weli as for non-foed producm{, animals, -
The FDA’s prohibiiion in this CP(: against compoundmg from, Lulk active
sharmacenticals is extremelv problematic. It is esscntial that pharmacists be allowed to’ :
conipound trom bulk drug substances. Many of our cats and dogs have special needs that are L
only met through bulk compounding.  We have many dogs well controiled on potassium . ’
promide and our feline population would be in trouble without access ¢ Cisapride.
We understand the concern of medication use in food producing animals, thus creating a
=4 for certain ”Ulﬂh]lne\ Howevcr thxs CPG will newanvcly impact - he qunhtv of care for -
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The CVM issued the ﬁnal form of this CPG thhout al !owmg oF portumty for comments,

w.2iel it in violation of the FDA Good Guidance Practices. Many requii 'emients of this CPG are
oo troublesome and deserve a comment period before being put into e FHect. We would
soreciute the consideration of withdrawing the CPG and reissuing it in draft form to allow for

e

- '.'.-.. tueists veterinarians. and patients 1o comment on its provisions be fore it is implemented. : e

Suana Yo ’ - S

L Uhrvin, RPh
Paarmacy Manager

oo FDA Commiassioner, Mark MceClellan, MD, PhD.
LACP L
senator John Warner o
scnator George Allen ’ S
Reprerentamn e Frank Wolf

i ekiing in Custom Compounding
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A7, PRESCRIPTION ALTERNATIVES
‘% A Compounding & Natural Pharmaey

Frisco CO 80443 970-668-8482
Fax: 970-668-8492 E-mail: RxAlt@aol.com

PO Box 897

610 Ma St.

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

17 October, 2003
Dear Dr. Sundlof:

As a pharmacist with a compounding-only pharmacy, I am very distressed with
the recent Compliance Policy Guide on compounding-for animals using bulk chemicals.

Tirst of al}, CVM issued this Compliance Policy Guide (CPG) in final form
without alJowing opportunity for comments, in violation of FDA Good Guidanee
Practices. Many requirements of the CPG are extremely problematic and deserve a
comment period before being put into effect.

FDA’s prohibition in the CPG against compounding from bulk active
pharmaceuticals is extremely problematic. Jt is essential that pharmacists be allowed to

‘ compound for non food-producing animals from bulk drug substances. [ have so many

pet owners thankful that T am here and able to provide themn with neccssary medications.
This is cspecially true with cat owners, since cats are such-difficult (and many times
rmpossible) animals 1o pill. Hyperthyroidism is a common problem in older cats.
Methimazole tablets are available, but can’t be used to make the transdermal medication
that the owner can rub into the hairless part of the car. This is also truc for some
antibiotics. Diethylstilbestrol is only available as a bulk chemical, and is cxcellent for
incontinent female dogs.

I am asking you to withdraw the CPG and reissue it in draft form to allow
pharmacists, veterinarians and patients te comment on.its provisions before it is
implemented.

Sincercly

Janet Cartel, Kegistercd ﬁharmacist
Owner/Prescription Alternatives
MicS55@aol.com

cc: Mark McClellan, FDA Convmnissioner

cc: Ben Nighthorse Campbell, Colorado State Senator
cc: Wayne Allard, Colorado State Senator

cc: Mark Udall, District Representative -



Hieber's Pharmacy, Inc.
When your need is special . . . you need Hieber's,
3500 Fifth Avenue  Pittsburgh, PA 15213
Phone: (412) 681-6400 « Fax: (412) 681-8774
www: hpharmacy.net
Specializing in Custom and Sterile Compounding

Dr. Stephen Sundolf, Director

Center for Veterinary Medicine

I U.S Food and Drug Administration (HFV-1)-
7500 Standish Place

Rockville, MD 20855,

10/20/03
Dear Dr. Sundolf:

Our phammacy provides a valuable function working in eonjunction with our vets, FDA'S
prohibition in this Compliance Policy Guide against compounding from bulk active
pharmaceuticals is extremely. problematic. It is essential that pharmacists-be allowed to
compound for non-food praducing animals from bulk drug substances. At Heiber's Phamacy, we
have the training and the equipment for transdermal gels as well as sterile injectables and eya
drops. If we are denied compounding for pets, our pets would be the losers.

The Center for Veterinary Medicine issued this CPG in final form without altowing opportunity for
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are
exiremely problematic and deserve a comment parod before being put Into e(fefl.

A

Piease feel free 1o give me a call.

o
= i

Joe Bettinger

Registered Pharmacist -

Heiber's Pharmacy

KA

cc Mark Mclellan, FDA Commissioner
Rick Santorum, R-PA
Arlen Specter, R-PA
Melissa Hart, R-PA4

Bill Shuster, R-PA-9

John Murtha, R-PA-12
Mike Doyle. R-PA-14
Timothy Murphy, R-PA-18
IACP
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‘ 300 West 11th Street . Williston, North Dakota 58801 - Telephone (701) 774-3923 - 1-800-735-6954

October 20, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof:

My name is Dave Robinson, R.Ph., I'm-a pharmacist in Williston, ND. I own and
operate a pharmacy in my city, where I have a working relationship with one of our local
vetennary clinics. DI’m writing. to. you. today to: express.my. concern regarding a
Compliance Policy Guide issued by the CVM in final form without allowing an
opportunity for comments,; which; is in violation of the-FDA Good Guidance Practices:
There are serious issues that will create problems for the many pets we currently supply
with lifc saving medications. Our inability to use bulk active pharmaccuticals i
extremely problematic. We compound -dosage forms.that will be much less effective if -
we must crush tablets and have tablet excipients interfering with the final product. The

’ veterinarians we work with understand how we compound; and that the quality of the .
final compound will not be as good if we are no longer allowed 1o use bulk active
pharmaceuticals.

I’m, asking you to withdraw the CPG and reissue it in draft-form to allow for pharmacists, .
veterinarians, and patients to comment on its provisions before it is implemented.

Thaxk you,

David A. Robinson, R.Ph:
Rx Plus, Inc

300 W. 11™ Street
Williston, ND 58801

E-mail: xplus@skylandnd.net

cc: Mark McClellan, FDA Commissioner
Senator Byron Dorgan
Senator Kent Conrad
Intemnational Academy of Compounding Pharmacists.



36C Catoctin Circle, S.L. » Leesburg, YA 20175 « (703) 777-5333 ¢ FAX 703-777-51060

October 16, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine
; U.S. Food and Drug Administeation (FHFV-1)
| 7300 Swundish Place
[ Rockville. MDD 20855

Dr. Sundlof:

It has recently come to our attention that the I'DA hias issued a Compliance Policy Guide
(CPG) on veterinary compounding. Leesburg pharmacy is an independent pharmacy that has
been in business in Northermn Virginia for over 25 years. We compound prescriptions tor human
use. us well as for non-food producing animals.-

‘the FDA’s prohibition in this CPG against compounding from bulk active
pharmaccuticals is extremely problematic. It is essential that pharmacists -be allowed 1o
compound from bulk drug substances. Many of our cats and dogs have speciol needs that are
only met through bulk compounding.  We have many dogs well controlled on potassium ‘
bromide and our feline population would be in trouble without aecess to Cisapride. |

, We understand the concern of medication use in food producing animals, thus creating a
j need for certain guidelines. However, this CPG will negatively impact the quality of care for
;‘ household pets.

' I'he CVM issucd the final form of this CPG without allowing opportunity for comments,

wiliich is in violation of the FDA Gaod Guidance Practices. -Many requirements ol this CPG are
very troublesome and descrve a comment period betore being put into effeet. We would
appreciate the consideration of withdrawing the CPG and reissuing it in draft form o allow for

: pharmacists, veterinarians, and patients to comment on its provisions before it 1s implemented. ‘
i
1 Thank Y
Juy Gil
: Compounding Pharmacist
1
i .
’ CCo DA Commissioner, Mark MeClellan, MD, PhD.
! IACP

Senator John Warner
Scnator George Allen
Representanve Irank Wolt

Specializing in Custom Compounding

PRE . S L



October 16, 2005

Dr. Stephen Sundlof, Director

Center tor Vetermary Mcedicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 208535

)
!
!

Dr. Sundlol”

1t has recently come 10 our attention that the i'DA has issued a Comptlionce Policy Guide
(CPG) on vetennary compounding. T.eesburg pharmacy is an independent phavmacy that has
been in business in Northern Virginia for over 25 yeurs. We compound prescriptions for human
use, as well as for non-food producing animals.

The FDA’s prohibition in this CPG against compounding from bulk active
pharmaccuticals is extremely problemauc. Iuis essential that pharmacists be allowed 1o
compound from bulk drug substances. Many of our cats and dogs have special needs that arc
only met through bulk compounding. We have many dogs well controled on potassium
bromide and owr feline population would be n trouble without aceess 1o Cisapride,

We understand the concern of medication use in-food producing animals, thus creating a
uced tor certain puidelines. However, this CPG will nepauvely impact the quality of care for

v .~ .y 2w

B TR

household pets.

' The CVM issued the final form of this CPG without allowing opportunity for comments,
which is 1n violation of the YDA Good Guidance Practices. Many requirements of this CPG are
very tronblesome and deserve-a comment-period before:betng put.into effect. We would
appreciate the consideration of withdrawing the CPG and reissuing it in draft form to allow for
pharmacists, vetcrinarians, and paticnts to comment-onits provisions -before 1t is implemented.

I'hank You,

i D
):,_‘«"LQ'?K'C- ]'\ [ R A;/I ,(,uz'(_ ~_

Gretchen Brush. Phann.D.
Staff Pharmacist

CC: FDA Commissioner, Mark McClelan: MB. PhD.
AP
Senator John Warner
Scnator Georpe Allen
Representative Frank Wolf

Specializing in Custom Compounding,
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P.0. Box 835 Pharmacy: (701) 255-1881
717 E. Main Ave. Toll Free: 1-800-200-7028-
Bismarck, ND 58501 Fax: (701} 255-7226

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1) -
7500 Standish Place

Rockville, MD 20855

Dr. Sundlof,

The CVM recently issued a Compliance Policy Guide (CPG) regarding the practice of-
compounding prescriptions from bulk pharmaceutical ingredients. This was done in final form without
allowing opportunity for public comments.

Many requirements of this CPG are problematic and deserve a comment period before being
put into effect. The FDA's prohibition-in-this- CPG- against compaunding from bulk active
pharmaceuticals would take away our ability to treat non-food producing animals within the treatment
algorithm presently in place. | have on numerous occasions received prescriptions for a companion
animal that must be specially flavored or formulated into a transdenmal preparation to assure the
health and wellness of that patient. | have in fact-experienced a few cases where a prescription
compound has diverted a pet from having to be euthenized because all other treatments have failed,

Please withdraw the CPG as it is and reissue it in draft form to aliow for phammacists,
veterinarians, and patients to comment on its provisions before itis implemented.

evin Oberander, R.Ph.
Compounding Pharmacist/Qwner-
Dakota Pharmacy

717 E Main

Bismarck, ND 58501

(701) 255-1881, (701) 255-7226-(fax)-
otisrs@dakotarx.com

Cc: Mark McClellan, FDA Commissioner-
Representative Earl Pomeroy (D-ND)
Senator Byron Dorgan-(D-ND)-
Senator Kent Conrad (D-ND)
Intemational Academy Of Compounding Pharmacists



-

P.0. Box 835 Pharmacy: {701) 255-1881
717 E. Map Ave. Toll Free: 1-800-290-7028
Bismarck, ND 58501 Fax: (701) 255-7226

IMPORTANT NOTICE

The Center for Veterinary Medicine (CVM) of the U.S. Food and Drug-
Administration recently issued a Compliance Policy Guide (CPG) that would
disallow the formulation of customized prescriptions for animals from bulk -
pharmaceutical ingredients. In a nutshell the CVM is saying that we can grind up
a tablet and compound a grossly ineffective preparation, but it would be'illegal to
use the raw material to make.a more stable, palatable-compound. }-am-a-
member of the Intemational Academy of Compounding Pharmacists that is
implementing a letter writing campaign encouraging the FDA to withdraw this-
ridiculous CPG and reissue it in draft form for public review. | have enclosed a
sample letter and would ask for your support. A letier should be sent to:

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)

7500 Standish Place

Rockville, MD 20855

. Also fax a complete letter to:
a) Dr Stephen Sundiof @ (301) 827-4401
b) FDA Commissioner Mark McClellan, MD, PhD @ (301) 443-3100
¢) Representative Eart Pomeroy @ (202)226-0893 .
d) Senator Byron Dorgan @ (202) 224-1193
e) Senator Kent Conrad @ (202) 224-F776
) Dr. Michael Chaddock, Director of AVMA Government Relations
Division @ (202) 842-4360
g) IACP @ (281) 495-0602

Be sure to include the cc: at the bottom of your letter so that Dr. Sundlof is aware

of who has received letters. | appreciate your help in the-effort to assure that we-
may continue to treat our clients with the very best we can offer.

Kevin Oberlander, RPh-

YA




SAMPLE LETTER

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place .

Rockville, MD 20855

Dr. Sundiof,

The CVM recently issuad a Compliance Palicy Guide (CPG) regarding the-
ability to prescribe and for our pharmacists to compound prescriptions from bulk
pharmaceutical ingredients. This was done in final form witheut allowing
opportunity. for public comments.

Many requirements.of this CPG are problematic and deserve a comment
period before being put into effect. The FDA's prohibition in this CPG against
compounding from-bulk- active-pharmaceuticals would take away our ability-t
treat non-food producing animals with in the freatment algorithm presently in .
place. | have on numerous occasions needed to prescribe-a-compound for adqg
or cat that must be specially flavored or formulated into a transdermal '
preparation to assure the health and wellness that-patient.

Please withdraw the CPG as it is and reissue it in draft form to aliow for

pharmacists; veterinarians, and patients to comment on #ts provisions before it is.
implemented.

Sign letter with name, title, address and contact information.(i.e. phone, fax,
email)

Cc: Mark McClellan, FDA Commissioner
Representative Earl Pomeroy (D-ND)
Senator Byron Dorgan {D-ND)
Senator Kent Conrad (D-ND) .
Dr. Michael Chaddock; AVMA-Government Relations
international Academy Of Compounding Pharmacists



Dr. Stephen Sundlof; Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-r}
7500 Standish Place

Rockville, MD 20855

{301) 827-4401

Dear Director Sundlof,
I am writing because of concerns about the Veterinary CGP issued by the FDA and it's adverse .
impact on my pharmacy and the patients 1 serve.

Please reconsider and withdraw this CPG and reissue it in draft form to allow for a comment period
to allow pharmacists; veterinarians and the owners of my patients:

There are several bulk pharmaceuticals that | use to compound medication for cats and dogs. Fe
restrict this use would have major impact on the lives of these animals. I believe it is essential for
pharmacy to have access to bulk chemicals when working with veterinarians to provide medications:,
compounded for animals that need them — especially our 4-legged family members.

Sincerely, M%/ Q‘Q\_

Michael W. Anneken
Custom Prescriptions
1894 Ashwood Cr.

Ft. Wright, Ky. 41011
(859) 426-5222

(859) 426-4122 fax

‘ rph@one.nf.t

cc: Mark McClellan, FDA Commissioner.
cc: Senator Mitch McConnell 20/ ) % W} 30D

cc: Senator Jim Bunning.
cc: Representative Ken Lucas

cc: I}ﬁCP
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John W. Andrews
PHARMACIST
(Compounding Pharmacist}.

October 3, 2003

Dr. Stephen F. Sundlof, Director
Center for Veterinary Medicine:
U.5. Food and Drug Administration
7500 Standish Place

Rockville, MD 20855

Dr. Sundlof:

CVM issued this Compliance Policy Guide (CPG) in final form without allowing
opportunity for comments, in violation of FDA Good Guidance Practices.
Many requirements of the CPG are extremely problematic and deserve a-
comment period before being put into effect.

FDA's prohibition in the CPG against compounding frem-bulk active
pharmaceuticals.is extremely problematic. It is essential that pharmacists
be allowed to compound for non-food producing animals from bulk drug:
substances. Do you have-a pet2

I am asking the FDA to withdraw the CPG and reissue it in draft form to,
allow for pharmacies, veterinarians and patients to comment on its provisions
before_it is implemented.

Sincerely,
%Jk v Gt o

John W. Andrews, RPh.

Cc: FDA Commissioner, Mark McClellan, MD PH.D, Senator John Edwar—‘qs,
Senator Elizabeth Dole, Representative Richard Burr and TACP

Andrews Pharmacy

S. Hawthorns at Magnolia - Winston-Satem, NC
27103 - (FF8Y 723-1679
330



Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)-
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof,

I am writing you to express-my concerns over the Center for Veterinary Medicine-issuing
the Compliance Policy Guide (CPG) in final form without allowing for comments. This
is in violation of FDA Good Guidance Practices. . I feel that many requirements of this-
CPG will be extremely problematic and deserve a comment period before being put into
cffect.

FDA’s prohibition in this CPG-against compounding from bulk active pharmaceuticals is_
extremely problematic. It is essential that pharmacists be allowed to compound for non-
food producing animals from bulk substances.- [.could give endless examples of how-this.
will affect the animals, owners and how veterinarians practice medicine. T have
numerous patients that are on maintenance-drug therapy that is only avatlable-
compounded from bulk chemical. It will be devastating to the animal and owner if this
drug therapy is no longer available. In many of the cases that ] am referring to, the
compounded drug is the only option for therapy!

I urge you to advise the FDA to withdraw the CPG and reissue it in draft form to allow
for pharmacists, veterinarians, and patients to comment on-its provisiens before it is.
implemented.

St ely,

Atk

an R. Gerber, R.Ph.
3510 N. Ridge Rd.. Suite 900
Wichita, Ks 67205
Phone: 316-721-2626
Fax: 316-721-4823
E-mail: jgerber@customrc.net.

cc: Mark McClellan, FDA Commissioner
cc: Senator Sam Brownback:

cc: Representative Todd Tiahrt

cc: IACP




BOUDREAUX’S.
NEW DRUG COMPANY

= THE PROBLEM S OLVERS
503 West Sallier Est. 1913
Lake Charles, Louisiana 70601

337-433-2290.« 800-897-7724 -« Fax 337-436-7217

C unding Pharmacists

Douglas Boudreaux, P.D. e Clint Daniet, P.D:

Dr. Stephen Sundlof, Director.
Center for Veterinary Medicine

U.S. Food and Drug Administration.
7500 Standish Place

Rockville, Maryland 20855-

Dear Dr. Sundloff:

1 am writing you in reference tothe recent Compliance Pelicy Guide-issued-on compounding. for-
animals. As I’m sure you are aware, this Policy Guide disallows all compounding from bulk pharmaceutical
ingredients, a standard which is more restrictive than the F. DA s policies governing compounding for bumans, .
and one that, as a small independent compounding pharmacy, will negatively effect our ability to assist the
small animal Veterinary Clinics in our area.

CVM issued this Compliance Policy Guide in final form without allowing an opportunity for comments,
which is in violation of F.D.A. Good Guidance Practices. Many requirements of this Compliance Policy Guide
are extremely problematic; and deserve a comment period before being put into effect. It is essential that
pharmacists be allowed to compound for non-food producing animals from bulk drug substances.

] am sending you this letter as a formal request for the F. D A. to withdraw this Compliance Policy Guide-
and reissue it in draft form, allowing time for pharmacists, veterinarians, and patients to comment on its provisions
before it is implemented. Your consideration and assistance in this matter would be greatly appreciated.

Sincerely yours,
Fopeddd

Clint Danie] P.D.

cc. Dr. Michael Chaddock; A. V. M.A:. Government Relations Division
Dr. Mark McClellan; F D.A. Commissioner
Senator John Breauux (D-La:).
Senator Mary Landrieu (D-La)
Representative Chris John (D-La 7™



BOUDREAUX’S
) NEW DRUG COMPANY

THE PROBLEM SOLVERS
503 West Sallier Ese. 1913
Lake Charles; Louisiana 70601

337-433-2290 o 800-897-7724 e Fax 337-436-7217
Compounding Pharmacists

Douglas Boudreaux, P.D. ¢ Clint Daniel, P.D.

TO: ALL VETERINARTANS

FROM: JOHN-BLEICH
SUBJECT: F.D.A. COMPLIANCE POLICY GUIDE

THE F.D.A_RECENTLY ISSUED A COMPLIANCE POLICY GUIDE THAT THREATENS
BOTH YOUR AND OUR ABILITIES TO COMPOUND MANY PRODUCTS FOR VETERINARY
PATIENTS. THIS MEMO IS A REQUEST FOR YOUR ASSISTANCE IN GETTING THE F.DA.
TO WITHDRAW THIS COMPLEIANCF: PQLICY GUIDE AND REISSUE IT IN:DRAFT FORM,
THEREBY ALLOWING US AN OPPORTUNITY TO COMMENT ON THE RAMIFICATIONS OF
SUCH AN ACTION, AS ALLOWED BY THE F.D.A.”S GOOD GUIDANCE PRACTICES.

PLEASE RALLY TO THE CALL BY WRITING A LETFER TO THE F.D:A. EXPRESSING YOUR
CONCERNS. WE ARE ATTACHING A COPY OF THE LETTER WE ARE SENDING FOR
YOUR REVIEW.

PLEASE FAX YOUR LETTER TO: STFPHEN SUNDLOF- (301) 82—7-44Q1
FOR ADDITIONAL IMPACT, PLEASF. CC. THE FOLLOWING:

DR. MICHAEL CHADDOCK; DIR. OF AVMA’S GOVERNMENT RELATIONS DIVISION (202) 842-4360
DR. MARK MCCLELLAN; F.D.A: COMMISSIONER (301) 443-3100

SENATOR JOHN BREAUX-(D-LA) (504) 589-2533

SENATOR MARY LANDRIEU (D-LA) (504) 589-4023

REPRESENTATIVE CHRIS JOHN (D-LA 7™) (337)235-6072

IF YOU HAVE ANY QUESTIONS, PLEASE GIVE US A-CALL.
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Line Avenue Pharmacy Inc.

1822 Line Avenue i Shreveport, Louisiana 71101 (318) 221.5114

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockvilie, MD 20855

October 3,2003
Dear Dr. Sundlof,

We are writing you today to express concern about CVM issuing a Compliance Policy Guide
(CPG) in the final form without allowing an opportunity for comments. This 1s in violation of FDA
Good Guidance Practices. We feel that there arc some problems in the Compliance Policy that

deserve comment. We understand that in the CPG for veterinary medicine, FDA is prohibiting

compounding from bulk chicmicals for non-foed producing animals. This is extremely bad for the
care of the veterinary patients. We-have many veterinarians that rely on capable compounding
pharmacists to help to make products that increasc the care of their patients. This may be in a
medication form or dosage that is not commercially available, a dosage form that is palatable to the
animal, or mixing something to be used topically. We do not try to compete with products that are
available to the veterinary practice.

We arc asking the FDA to withdraw the CPG and rcissue it in draft form to allow for
pharmacists, veterinarians; and paticnts family to comment on its provisions before it is

implemented.

TWM

Randy Caudle, Owner/ Pharmacist

Susan Caudle, Owner/ Pharmacist
scaudle(@custom-pharmacy.com

cc: Mark McClellan, MD., Ph.D
Senator John Breaux

Senator Mary Landrieau
Representative Jim McCrery
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Northwest Iowa Compoundlng

3204 Flrst Street Su1te L= Emmetsburg Towa 50536, .
‘712-852-2727 800-777-2545 o (Fax) 712-852-2975 '

) Dr Stepnen Sundlof Dlrector ‘ ‘
Center for Vetennary Medicine .

us. Food and Drug Admlmstratlon (HFVﬂ)

. 7500 Standish Place - ‘

. 'Rockvme MD 20855 T T

", Dear b Sundlof

CVM lssued this Comphance Pancy Gulde (CPG) in final form wsth out allowmg opportumty for comments in
violation of FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic and S
 deserve a comment period L before being- put! mto effect. - _, L T
FDA's: prohubmon in this PG agalnst compoundmg from bulk adtive pharmaceuﬂm!s is extremely probiemabc. |
It is essential that pharmacists be auowed to compound for non-iood pmducing anlmals from bulk dmg
substances . n
ln llght of thase vssues I feel the FDA should w;thdraw the CPG and feissueé lt in draft form fo allow f0r
~ phamacists, veterinatians, and patients to comment on ns provigions before it is Implemehted

. Sincerely, - ’ = - B R R

@WMQM 24N

Barbara Anliker
" Registered Pharmacist”

Northwest lowa Compotinding
3204 First Street, Suite L -
Emmetsburg, lowa 50536 ’ L
712.852.2757 , , - SR

cc: Mark McCIellan, FDA Commlssloner, Senator Charles Grassley, Senator Tom Harkm, Representattve Tom |
Latham; and IACP




October 4, 2003

Drx. Stephen Sundlof, Director.

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof,

As a veterinary compounding phatmacist in the state of Texas, I feel a great injustice has..
been done. When Center for Veterinary Medicine issued the Compliance Policy Guide in
the final form without allowing opportunity for comments, this violated the FDA Good.
Guidance Practices. Before being put into effect, many of the poorly prepared
requirements of this CPG deserve a comment period..

The FDA’s prohibition, in this CPG, against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pbarmacists be allowed to.
compound for non-food producing animals from bulk drug substances. I fear for many of
the dogs and cats und their owners in my community that benefit-from this form of.
compounding. These animals will suffer, because no other form of their medications
exist unless I am allowed to compound from bulk drug substances.

T urge the FDA to withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and patients-to-comment on its-provisions before it is implemented. Feel
free to contact me to discuss this matter more fully.

Thank you for your consideration,

o fuitltff (oD

Steven Hoffart, Pharm.D.
Magnolia Pharmacy, Owner
18602 FM 1488 Suite 800
Magnolia, TX 77354

(281) 356—90%9

(281) 356-9659 fax
magnoliapharmacy@ev 1 .net

cc: Mark McClellan, FDA Commissioner; cc: Senator-John Comyn; cc:- Senator Kay-
Baily Hutchison: cc: Rep. Kevin Brady
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Where you need us, when you need us

Ottober 6, 2003

“Dr. Stephen Sundiof, Director

- Center for Veterinary Medicine

“0.5. Food and Drug'Administration (HFV-1)
7500 Standish Place

“Rockville, MD 20855

Dear Dr. Sundlof,

‘ Recently the FDA has taken a position on veterinary compounding which would
“potentially inhibit the legitimate practice of pharmacy. This-position will directly
disadvantage companion pet owners throughout the United States. I wish to
reiterate the following points.

(a)  CVM issued this Compliance Policy Guide {CPG)in final form without
allowing opportunity for comments, in violation of FDA Good Guidance
Practices. Many requirements of this CPG are extremely problematic and deserve

-a comment period before being put into effeet.

. (b) FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug
substances.

m
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' Qur pharmacy, through compounding, assists many pet owners with specialized

needs such as seizure preparations for their dogs. Have you every watched a
child’s faces when their-pet is having a seizure?

-We strongly request the immediate withdraw of CPG and reissue a draft form for

evaluation with informed and appropriate comment before implementation.

Sincerely,

Karl Clearwaters, R.Ph.

.ec:  Mark McClellan, FDA Commissioner

Senator Richard Lugar
. Senator Evan Bayh
Representative Dan Burton
. Representative Chris Chocola
International Academy of Compounding Pharmacist
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Dr. Stephen Sundoif, D.V.M_, Ph.D.
Director Center for Veterinary Medicine
U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 208?5

Uctober 6, 2003

Dear Dr. Sundolf,

This letter is in response to the recent Center for Veterinary Medicine (CVM) Complience Policy Guide.
(CPG) which piaced restrictions on the compounding, with bulk substances, of medications for non-food
producing animals. | am opposed-fo the CPG s is slands as it is my opinion that there are several
problems with this new CPG.

First, the CVM's issuance of the CPG in its final form violates the Food and Drug Administration’s own,
Good Guidance Practices, as it did not allow any opportunity for comments. Many of the requirements of
this CPG are extremely problematic and deserve a comment period so that all parties have an opportunity
to state their comments to the FDA's CVM.

Second, | must stress that the restrictions against compounding from bulk active ingredients ara
exiremely problematic. It is essential that pharmacists be allowed to compound from bulk drug
substances for non-food producing animals..

As an example, many of our hyperthyroid felina patients use topical methimazole. The topical dosage
form we compound is often the only desage form owners are able to give their.pet and keep in
compliance with the dosing regimen. Due to the binders and fillers in the FDA approved tabiet form of the
drug we would be unable to compound a gef In a volume that would be-feasible-to- use. Other drugs .
available only in capsule or iablet form can also present problems when compounding into a different
dosage forms. The binders and fillers often precipitate out when making a topical gel or oral suspension.
There are volumes of benefits for using bulk drugs; too many to mention in this letter.

Please withdraw the current CPG and reissue it in draft form to allow pharmacists, veterinarians, and .

patients to comment on its provisions before it is implemented. Should you have any questions or

comments please feel frea to contact me,

Douglas R. Yoch, Pharm.D. 704-370-6612
Stanley Apothecary, inc. 704-375-5888 fax.
3330 Monroe Road dryoch@notmail.com

Chariotte, NC 28205

DA A

Douglas R. Yoch, Pharm.D.
Stanley Apothecery. Inc.

cc: Dr Mark McClellan, M.D,, Ph.D., FDA Commissioner
Senator Elizabeth Dole
Senator John Edwards
Representative Robin Hayes
Representative Sue Myrick
Representative Melvin Watt
international Academy of Compounding Pharmacists

3330 Montoe Road ® Charlotte, NC 28205 ¢ 704/370-6612 o Fax 704/375-5888



October 6, 2003

Dr. Stephen F. Sundlel, Director

. Center for Veterinary Medicine

“U.S. Food and Drug Administration(HFV-1)
. 7500 Standish Place

“Rockville, MD 20855

Dear Dr. Stephen F. Sundlof,

X am writing te convey my concerns with the Compliance Policy Guide(CPG) issued
' that threatens my pharmacists ability to compound many products for veterinary patients.
“CVM issued this CPG in final form without allowing oppertunity for comments, in
. violation of FDA Good Guidance Practices. Many requirements of this CPG are extremely
“problematic and deserve a comment period-before being put into effect.

\ FDA's prohibition in this CPG against compounding from bulk active
' pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substaneces.

1 want to ask FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patieats to comment on its provisions before it is
implemented.

Sincerely, S,
Y . g,
/L S ;UM.

“Ruby Willis, Pharmacy Technician
Heritage Pharmacy

‘1507 Springhill Avenue

Mobile, AL 36604

(251)432-0718

cc: Mark McClellan, FDA Commisioner
cc:'Representative Jo Bonner

cc: Senator Jeff Sessions

‘cc: Senator Richard Shelby

cc: International Academy of Compounding Pharmacists



OCT. 8, 2003

DR. STEPHEN SUNDLOF, DIRECTOR-
CENTER FOR VETERINARY MEDICINE
U.S. FOOD AND DRUG.

DEAR SIR:

| AM A COMPOUNDING VETERINARY PHARMACIST IN THE EQUINE BUSINESS ONLY WE bO-
NOT COMPOUND FOR FOOD GRADE ANIMALS YOUR AGENCY HAS SEVERAL ISSUES AT
HAND THAT ARE VERY DETRIMENTAL TO MY PRACTICE. THEY ARE AS FOLLOW -

1- CVM ISSUED THE COMPLIANCE POLICY GUIDE { CPG ) IN FINAL FORM WITHOUT
ALLOWING OPPORTUNITY FOR COMMENTS, IN VIOLATION OF FDA GOOD GUIDANCE-
PRACTICES. MANY REQUIREMENTS OF THIS CPG ARE EXTREMELY PROBLEMATIC
AND DESERVE A COMMENT PERIOD BEFORE BEING-PUT INTO EFFECT.

2- FDA'S PROHIBITION IN THIS CPG AGAINST COMPOUNDING FROM BULK ACTIVE
PHARMACEUTICALS 1S EXTREMELY PROBLEMATIC. IT IS ESSENTIAL THAT.
PHARMACIST BE ALLOWED TO COMPOUND FOR NON-FOOD PRODUCING ANIMALS
FROM BULK DRUG-SUBSTANCES.

1 WOULD LIKE TO ASK THE FDA TO WITHDRAW THE CPG AND REISSUE IT IN DRAFT FORM
TO ALLOW PHARMACIST, VETERINARIANS,: AND- PATIENTS TO COMMENT ON- ﬂ'S
PROVISIONS BEFORE IT IS IMPLEMENTED

SINCER-IL\Y.

JOHN W. DEMARS, RPH

PO BOX 404 -

ST MATTHEWS, S.C 29135
803-655-5770 FAX 803-655-5771

Cc: MARK MCCLELLEN
FDA COMMISSIONER -

SEN. ERNEST F HOLLINGS
SEN. LINDSAY GRAHAM
REP. JOE WILSON

REP. JAMES CLYBURN
IACP
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22 CENTER | 1960 South 16th Street, Suile Two » Wiimington, NC 28401
PHARMACY (910) 763-1896 + FAX (810) 763-1709

OF WILMINGTON, INC.

October 7, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Or. Sundiof:

It has come to my attention that the Center for Veterinary Medicine recenlly released a final

Compliance Policy Guide on customized pharmaceutical drug compounding for animals that disallows_
all compounding from bulk pharmaceutical ingrediants. The CVM issued this Compliance.Policy Guide
in final form without allowing the opportunity for comments, in-violation of the FDA Good Guidance

Practices. Many of the CPG requirements are problematic for those of us that are frying to provide

necessary pharmaceutlcal «care for the best interest of our animal paﬂents -We deserve a commexnt

period before it is put into effect.

It is very important for veterinarians and compounding pharmacists to be allowed to compound
customized medications from bulk active pharmaceuticals for non-food producing animals when, in our
best professional opinion, these products will provide the best therapy for the animal. We daily provide
customized medications: (verious- dosage forms, customized dosage strengths, custemized flavors,
etc.) for many medical conditions {thyroid, cancer, seizures, antibiotics, cardiac, gasvountestlnal etc)

and this palicy will be extremely problematic.

! would fike to ask_you_ to withdraw the CPG and reissue it in draft form o allow pharmacists,
veterinarians, and petients to comment orrits provisions before it is implemented. | may be reached at
my a-mail of henryherring@maodicalcenterpharmacyrx.com .

Sincerely,

ﬁ&%m /c(‘ ,[’je/vuw’ Z/ le |

Henry H. Herring, R.Ph.

CC: Mark McClellan, MD, Ph.D., FDA Commissioner
Senator John Edwards (North Carolina) -
Senator Elizabeth Dole (North Carolina) -
Representative Michael Mcintyre (North Carolina)
¥International Academy of Compounding Pharmacists -

-
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Dr. Stephen F. Sundiof, Director

Center for Veterinary Medicine -

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place-

Rockville, MD 20855

Dear Dr. Sundlof:

As a compounding pharmacy many of our prescriptions are for pets. The policy
guide not allowing use. of bulk chemicals in the preparation of these prescriptions
will impose many problems for the pet owners. On behalf of many of our patients
please withdraw this policy guide that prohibits the use of bulk chemicals in
prescription compounding. It is very difficult to explain why we can legally
compound for a customers child but not their pet?-

Thank you,

iy B 751

Pat Downing, RPh, IACP
Med-Shop Total Care
470 E. Loop 281
Longview, TX 75605
903-234-0080
903-234-1062

cc:
Mark McClellan. MD, Ph D.
FDA Commissioner

ATN FE 1 ann 281 a I nonview TX 75RN5 o AN3-234-NNRN ¢ 8D0-887-8762 ¢ fax 803-234-1062
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Kay Balley Hutchison

10440 N. Central Expressway, #1160
Dallas, TX 75231

Phone: {214) 361-3500

Fax: (214) 361-3502

John Cornyn

221 W. 8" St., Ste 1240
Austin, TX 78701
Phone: (512) 468-8034
Fax: (512) 469-6020

Max Sandlin

4300 E. Pinecrest Dr., Sle..700 .
Marshall, TX 75870

Phone: (803) 038-8386

Fax: (803) 9356-5772

Raiph Hail

104 N. San Jacinto
Rockwall, TX 75087
Phone: (972) 771-8118

Fax: (872) 772-0807

International Academy of Compounding Pharmacists (IACP)
PO Box 1385

Sugariand, TX 77487

Phone: (800).927-4227

Fax: (281) 495-0602

Texas Pharmacy Association
PO Box 14709

Austin, TX 767614708 _
Phone: (800) 505-5463

Fax: (512) 8B36-0308

’ 470 E Loop 281 ¢ Lonaview. TX 75605 ¢ 903-234-008D0 ¢ 800-867-6762 ¢ fax 803-234-1062



October 8, 2003

IACP:

Re: copy of letter sent to FDA, CVM, President Bush, CO state senators-and.
representative

The CVM has issued the Compliance Policy Guide (CPG) in its final form withount
allowing opportunity for comments from pharmacists, veterinanans and patients. This is
in violation of the FDA Good Guidance Practices. Many of the requirements of this CRG
are extremely problematic and deserve a comment period before being put into effect.

The FDA has prohibited pbatmacists from compounding veterinary prescriptions from
bulk active pharmaceuticals, the same pharmaceuticals that are acceptable forhuman use.-
It is essential that pharmacists be allowed to compound for non-food producing animals
from bulk chemicals. Pharmacists use only USP and NF quality produets and go to the
utmost extreme to ensure the quality of the products they compound. The commumties
rely on independent pharmacies to carry out this function. The insurance companies,
manufacturers, and chains have done well to put the independent out of business with
poor reimbursement contracts, outrageous drug costs, and deep discounting below cost of
goods. The independent phanmacy relies on the income from veterinary compounding to«
remain in business. Not only is the independent fulfilling a need in the community (which
neither chains nor manufacturers want to fill, due to time-consuming efforts and short
stability of the compounded products), but each is giving quality care to every individual
patient. The pharmacist collaborates with the veterinarian to ensure the correct drug
product is dispensed at the correct dose. He is ensuring true-pharmaeeutical care as it
should be practiced. The independent is the person with a pager who returns calls at all
hours of the night for parents of sick children, the elderly or home-bound patient. He is
the one to deliver medications at patients homes in time of need. The pharmacist is the
first contact between the community and physicians. Patients have relied heavily on the
pharmacist’s knowledge and expertise to guide them and seek appropriate care.
Compounding is the right of all pharmacists. This CPG is denying pharmacists their right
to compound prescriptions and veterinarians their right toprescribe for their patients
accordingly.

Please ask the FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians-and patients to comment on its provisions before it is
implemented.

Thank you.

Sincerely,
Robin A. Hyman, Pharm.D.

Cc: Stephen Sundlof~-CVM; Mark McClellan, FDA Commissioner; President Bush;
Senator Campbell-CO; Senator Allard-CO; Representative Beauprez-CO.



